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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. J. Austin Burns 
Regulatory Affairs Manager 
Monsanto Company 
BOO North Lindbergh Blvd. 
St. Louis, MO 63137 

WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

. 
NOV 22 201! 

Subject: MON 89034 xTC1507 x MON 88017 x DAS-59122-7 and MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 RIB Complete'M June 10, 2011 and October 27, 2011 
Applications to Amend the Expiration Date for Monsanto SmartStax Products 
EPA Registration Nos. 524-581 and 524-595 

Dear Dr. Burns: 

The amendments referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, are acceptable subject to the following terms and conditions. 

1) The expiration date for these products is November30, 2013. 

2) The Agency recognizes that large corn rootworm populations, environmental conditions, 
and protein expression levels can influence corn root damage and may affect the 
definition of suspected CRW resistance. The Agency plans to work with the registrants 
to refine the definition of suspected resistance based on these factors. Until such time 
that the Agency accepts a modified definition of suspected resistance to corn rootworm, 
resistance will be suspected in cases where the average root damage in the SmartStax 
field is> 0.5 on the nodal injury scale (NIS) and the frequency of SmartStax with> 0.5 
nodes destroyed exceeds 50% of the sampled plants. 

3) Within 90 days of this amendment, you must submit an enhanced rootworm resistance 
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed 
resistance. The rootworm resistance monitoring plan and the revised definitions for 
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD 
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced 
monitoring program should: 
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o Be practical and adaptable and provide information on 
relevant changes in corn rootworm population sensitivity to 
SmartStax; 

o Be focused on areas where the potential for resistance is 
greatest for SmartStax and for the corn rootworm active 
single event components of SmartStax (Cry3Bb1 and 
Cry34Ab1/Cry35Ab1), based on available information on 
historical pest pressure, unexpected performance issues, 
historical suspected and/or confirmed resistance incidents 
as currently defined or as modified in EPA accepted enhanced 
monitoring programs, prevailing agronomic practices (e.g. 
crop rotation versus continuous corn), and academic and 
extension publications on Bt corn field performance; 

o Involve coordination to the extent possible with other 
stakeholders, such as academic and extension experts in the 
states where com rootworm is a major pest, other 
registrants of SmartStax, and other registrants of similar 
products, as appropriate; 

o Be responsive to incidents of suspected or confirmed 
resistance to the registrant's other products containing the 
same active ingredient(s), as well as to publicly available 
reports of suspected or confirmed resistance to other Bt protein 
toxins in SmartStax. 

4) Within 90 days of this amendment, you must submit an enhanced remedial action plan 
for SmartS tax that includes actions to be taken in response to both suspected and 
confirmed resistance. This remedial action plan must include a description of steps to 
be taken in response to customer product perfonnance inquiries and annual reporting to 
the agency on the outcomes of investigations into any such inquiries that might indicate 
potential resistance. The program must include revised definitions of unexpected 
damage to SmartStax corn that could indicate potential suspected resistance. The 
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012. 

5) The Grower Guide or its supplements must include language directing the user to 
contact a company representative if they observe unexpected insect feeding damage to 
their SmartStax corn. As part of its follow up on reports of unexpected damage to 
SmartStax corn, the registrant must determine the nodal injury scale (NIS) of affected 
corn. If the NIS results fall within the definition of suspected resistance for SmartStax, 
then until such time as the Agency accepts a modified remedial action plan, the 
registrant must provide specific guidance to affected growers in managing corn 
rootworms in the affected fields. This will include 1) providing specific grower guidance 
to control the adult stage of corn rootworms, where adult beetles are still present and 
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laying eggs during the season that unexpected damage meets the suspected resistance 
definition; and 2) where the grower continues to be an existing customer of the 
registrant or seed company licensee into the following season, providing specific grower 
guidance and assistance to use an additional or alternative pest control method during 
the season following the initial finding that unexpected damage meets the suspected 
resistance defini.tion. 

6) Monsanto will submit additional modeling, scientific literature, and other scientific 
information addressing the impact of pyramid PIP use in areas of confirmed resistance 
to one of the rootworm-active components of the pyramid by August 30, 2012. 

7) Should resistance to any of the constituent toxins of SmartStax be confirmed (from 
target pest populations collected in 2012 or prior growing seasons) in accordance with 
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will 
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed 
blend requirements for SmartStax. The registrants may independently submit updated 
definitions of confirmed resistance for their respective SmartS tax active proteins for 
EPA's consideration in order to harmonize and/or keep definitions current with scientific 
standards; any such submission must be found acceptable to BPPD by May 1, 2012. 
EPA will incorporate all relevant scientific information (including the data required 
above) in its reassessment of the refuge/seed blend requirements. The revised 
refuge/seed blend requirements will be effective for the following growing season (after 
resistance confirmation) in the geographic areas in which resistance was confirmed. 
The geographic area of confirmed resistance could be less than a single county, a 
single county, or multiple counties, depending on EPA's analysis of the collected data. 

8) For the SmartStax block refuge products, submit a revised Compliance Assurance plan 
by February 28, 2012. 

Enclosure 

Sincerely, 

~;c·7· -
Keith A. Matthews, Director 
Biopesticides and Pollution 
Prevention Division (7511 P) 

---
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ WASHINGTON, D.C. 20460 

l; ft {,\ (( "'./7 §) 
·~J:- OFFICE OF CHEMICAL SAFETY ~_7 AND POLLUTION PREVENTION 

Dr. J. Austin Burns 
Regulatory Affairs Manager 
Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63137 

NOV 22 2011 

Subject: MON 89034 x TC1507 x MON 88017 x Df.\S-59122-7 and MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 RIB Complete'M June 10, 2011 and October 27, 2011 
Applications to Amend the Expiration Date for Monsanto SmartStax Products 
EPA Registration Nos. 524-581 and 524-595 

Dear Dr. Burns: 

The amendments referred to above, submitted in connection with registration under 
Section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, are acceptable subject to the following terms and conditions. 

1) The expiration date for these products is November 30, 2013. 

2) The Agency recognizes that large corn rootworm populations, environmental conditions, 
and protein expression levels can influence corn root damage and may affect the 
definition of suspected CRW resistance. The Agency plans to work with the registrants 
to refine the definition of suspected resistance based on these factors. Until such time 
that the Agency accepts a modified definition of suspected resistance to corn rootworm, 
resistance will be suspected in cases where the average root damage in the SmartStax 
field is> 0.5 on the nodal injury scale (NIS) and the frequency of SmartStax with> 0.5 
nodes destroyed exceeds 50% of the sampled plants. 

3) Wrrhin 90 days of this amendment, you must submit an enhanced rootworm resistance 
monitoring plan for SmartStax that accounts for reports of suspected and/or confirmed 
resistance. The rootworm resistance monitoring plan and the revised definitions for 
suspected and confirmed resistance for SmartStax must be found acceptable to BPPD 
by May 1, 2012 and utilized by Monsanto beginning in the 2012 season. This enhanced 
monitoring program should· 

COHCURR!NC!S 

... J.~.'.!.f. ... .. e!.:.'.U? ..... ................. .................. ................. ·················· ................. SURNAME 
,.0[-!!.f.. ...... 

···~i ... .. ~P..~ .................. ................. ................. ················· ................. .................. 
DATE 11/J·-"/IJ ·'J/'}, I 1.1-,pfV t/ 
EPA Form 1320.1A (1190) Prlllltd 011 RtC}cltd Paptr OFFICIAL FILE COPY 
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o Be practical and adaptable and provide information on 
relevant changes in corn rootworm population sensitivity to 
SmartStax; 

o Be focused on areas where the potential for resistance is 
greatest for SmartStax and for the corn rootworm active 
single event components of SmartStax (Cry3Bb1 and 
Cry34Ab1/Cry35Ab1), based on available information on 
historical pest pressure, unexpected performance issues, 
historical suspected and/or confirmed resistance incidents 
as currently defined or as modified in EPA accepted enhanced 
monitoring programs, prevailing agronomic practices (e.g. 
crop rotation versus continuous corn), and academic and 
extension publications on Bt corn field performance; 

o Involve coordination to the extent possible with other 
stakeholders, such as academic and extension experts in the 
states where corn rootworm is a major pest, other 
registrants of SmartStax, and other registrants of similar 
products, as appropriate; 

o Be responsive to incidents of suspected or confirmed 
resistance to the registrant's other products containing the 
same active ingredient(s), as well as to publicly available 
reports of suspected or confirmed resistance to other Bt protein 
toxins in SmartStax. 

4) Within 90 days of this amendment, you must submit an enhanced remedial action plan 
for SmartStax that includes actions to be taken in response to both suspected and 
confirmed resistance. This remedial action plan must include a description of steps to 
be taken in response to Customer product performance inquiries and annual reporting to 
the agency on the outcomes of investigations into any such inquiries that might indicate 
potential resistance. The program must include revised definitions of unexpected 
damage to SmartStax corn that could indicate potential suspected resistance. The 
enhanced remedial action plan must be found acceptable to BPPD by May 1, 2012. 

5) The Grower Guide or its supplements must include language directing the user to 
contact a company representative if they observe unexpected insect feeding damage to 
their SmartStax corn. As part of its follow up on reports of unexpected damage to 
SmartStax corn, the registrant must determine the nodal injury scale (NIS) of affected 
corn. If the NIS results fall within the definition of suspected resistance for SmartStax, 
then until such time as the Agency accepts a modified remedial action plan, the 
registrant must provide specific guidance to affected growers in managing corn 
rootworms in the affected fields. This will include 1) providing specific grower guidance 
lc aootcol !be ad11!t stags of COl=!=! ~9PNEIFIT!i wAeFe ad"lt beetles a1e still p1esem a:m:'l COHCURR cos 

············•····. ················· ················· .......•......... .................. ................. ···-···········" •................ 
·················· ................. ................. ................. ................. ................. ·················· ................ 

EPA Form t320-1A (1190} OFFICIAL FILE COPY 
'U.S. GPO; 2004-617-£13199826 
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laying eggs during the season that unexpected damage meets the suspected resistance 
definition; and 2) where the grower continues to be an existing customer of the 
registrant or seed company licensee into the following season, providing specific grower 
guidance and assistance to use an additional or alternative pest control method during 
the season following the initial finding that unexpected damage meets the suspected 
resistance definition. 

6) Monsanto will submit additional modeling, scientific literature, and other scientific 
information addressing the impact of pyramid PIP use in areas of confirmed resistance 
to one of the rootworm-active components of the pyramid by August 30, 2012. 

7) Should resistance to any of the constituent toxins of SrnartStax be confirmed (from 
target pest populations collected in 2012 or prior growing seasons) in accordance with 
the existing definition of "confirmed resistance" for the appropriate toxin, EPA will 
reassess and, if EPA concludes it is necessary, Monsanto will revise the refuge/seed 
blend requirements for SmartStax. The registrants may independently submit updated 
definitions of confirmed resistance for their respective SmartStax active proteins tor 
EPA's consideration in order to harmonize and/or keep definitions current with scientific 
standards; any such submission must be found acceptable to BPPD by May 1, 2012. 
EPA will incorporate all relevant scientific information (including the data required 
above) in its reassessment of the refuge/seed blend requirements. The revised 
refuge/seed blend requirements will be effective for the following growing season (after 
resistance confirmation) in the geographic areas in which resistance was confinned. 
The geographic area of confirmed resistance could be Jess than a single county, a 
single county, or multiple counties, depending on EPA's analysis of the collected data. 

8) For the SmartStax block refuge products, submit a revised Compliance Assurance plan 
by February 28, 2012. 

Sincerely, 

/H-? jc:. 

Enclosure 

Kei A. Matthews, Director 
Biopesticides and Pollution 
Prevention Division (7511 P) 

COHCUMENCES 
SYMBOL. ·················. ....... .......... . ............... . ················· ..................................................... ················· 

.................. ················· ................ . ················ ················· ................................... ·················· 
DA.TE 

EPA Fonn 1320-1A (1190) Primed on. Recycled Pa~r OFFICIAL FILE COPY 
'U.S GPO: 2004-<l17·813/99826 
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Registration Extension Draft labels for SSX RIB Complete 
BURNS, J AUSTIN (AG/1000) 
to: 
Mike Mendelsohn 
I li2I/2011 02:53PM 
Show Details 

2 Attachments 

Page I of 3 

Draft extension SmartS tax EPA label Nov. 2011.docx Draft extension SmartS tax RIB EPA label Nov. 20ll.docx 

Attn: Mr. Mendelsohn: 
As we approach completion of the registration extension for SmartStax (SmartStax and SmartS tax RIB 
Complete), I thought you may find these documents useful to assist with the registrations. Please see 
attached Word copies of the draft labels Monsanto submitted previously for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 (EPA Reg. no. 524-581) and MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 RIB CompleteTM (EPA Reg. No. 524-595). These have been previously provided both in MS
Word and paper form as a larger Volume 1. The attachments contain only the extracted draft labels 
without the additional volume 1 materials attached for ease of reference. The only difference from the 
draft label provided earlier was the addition of the EPA text (below) to the SmartStax label (524-581). 
This text was present in the draft 524-5951abel because it was a more recent registration, and seems 
even more pertinent to the SmartStax 524-581 labeL 

This product may be combined or produced through conventional breeding with other registered 
plant-incorporated protectants that are similarly approved for use in combination, through 
conventional breeding, wffh other registered plant-incorporated protectants to produce inbred 
corn lines and hybrid corn varieties with combined pesticidal traits. 

Regards, Austin Burns, 
Regulatory Affairs Manager, Monsanto Company 

-----Original Message-----
From: Mendelsohn.Mike@epamail.epa.gov [mailto:Mendelsohn.Mike@epamail.ep~gov] 
Sent: Friday~ October 2B, 2811 4:57 PM 
To: BURNS~ J AUSTIN [AG/1888] 
Cc: JENKINS, DANIEL J [AG/1928]; BOOKOUT~ JEFFREY T [AG/1888] 
Subject: RE: Registration Extension for SSX RIB Complete 

Thanks Austin. 

Best Regards~ 

Mike Mendelsohn 
Senior Regulatory Specialist 
Office of Pesticide Programs; Biopesticides and Pollution 
Prevention Division (7511P) 
U.S. Environmental Protection Agency 
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1288 Pennsylvania Avenue NW 
Washington DC 29468 
(703) 308-8715 
(783) 463-7392 Blackberry 
(703) 308-7026 (fax) 
http://www.eoa.gov/pesticides/biopesticides 

From: "BURNS, J AUSTIN (AG/1988)" <j.austin.burns@monsanto.com> 
To: Mike Mendelsohn/DC/USEPA/US@EPA 
Cc: "JENKINS, DANIEL J (AG/1928)" 

<daniel.j.jenkins@monsanto.com>, "BOOKOUT, JEFFREY T 
(AG/1888)" <jeffrey.t.bookout@monsanto.com> 

Date: 19/28/2811 as:es PM 
Subject: RE: Registration Extension for SSX RIB Complete 

Dear Mr. Mendelsohn: please see the attached updated registration 
extension request documents for MON 89834 x TC1597 x MON 88817 x 
DAS-59122-7 RIB Complete. A hard copy of the submission will be made to 
the EPA early next week. This email contains the CBI-deleted 
Transmittal Document, Volume 1, and submission cover letter. 

Best Regards, 
J. Austin 0urns 
Monsanto Company, St. Louis, MO. 
314-694-6514 

Cc: 
Oan Jenkins, Monsanto 
Jeff Bookout, Monsanto 

Page2of3 

This e-mail message may contain privileged and/or confidential 
information, and is intended to be received only by persons entitled 
to receive such information. If you have received this e-mail in 
error, please notify the sender immediately. Please delete it and 
all attachments from any servers, hard drives or any other media. 
Other use of this e-mail by you is strictly prohibited. 

All e-mails and attachments sent 'and received are subject to 
monitoring, reading and archival by Monsanto, including its 
subsidiaries. The recipient of this e-mail is solely responsible for 
checking for the presence of "Viruses" or other "Malware". 
Monsanto, along with its subsidiaries, accepts no liability for any 
damage caused by any such code transmitted by or accompanying 
this e-mail or any attachment. 

The information contained in this email may be subject to the export 
control laws and regulations of the United States, potentially 
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Page 3 of3 

including but not limited to the Export Administration Regulations 
{EAR) and sanctions regulations issued by the u.s. Department of 
Treasury, Office of Foreign Asset Controls {OFAC). As a recipient of 
this information you are obligated to comply with all 
applicable U.S. export laws and regulations. 
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J Austin Burns 
Regulatory Affairs Manager 
(314) 694-6514 

June 10, 2011 

MONSANTO 
imagine 

Document Processing Desk (PETN) 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division (7511P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Dr. Sheryl Reilly, Team Leader 92 

MONSANTO COf,lPANY 

8oo NORTI-1 LIND8ERGI1 BLVD 

ST. LOUIS, MISSOURI 6JIJ7 

http:/ jwww.monsanto.CDm 

Subject: Application to extend the registration of MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7; EPA Registration Number 524-581; non-PRIA. 

Dear Dr. Reilly: 

Please find an application for the registration extension ofMON 89034 x TC1507 x MON 88017 
x DAS-59122-7 Insect Protected, Herbicide-Tolerant Com (EPA Reg. No. 524-581) enclosed. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant 
Corn was conditionally registered on July, 20, 2009. The initial time-limited registration expires 
on November 20, 2011. During the initial registration period, Monsanto, in conjunction with 
Dow AgroSciences (EPA Reg. No. 68467-7), has provided further information supporting this 
product in accordance with the terms and conditions of registration. This current application 
request is to extend the EPA Reg. No. 524-581 for 15 years based on the EPA's revised 
registration duration scheme for PIP products representing reduced risk for developing insect 
resistance (Optimum® AcreMax™ B.t. Com Seed Blends BRAD; August 4, 2010, p19). Under 
this revised guidance, dual effective dose PIP products in which the EPA science asse::wrnent 
detennined is at least 150% as durable as a baseline single toxin product with a 20% 'c;i'c'tffial 
refuge are eligible for a 15 year registration (determination within the SmartStax® BP0fJ'qnd 
summarized in EPAs SmartStax Pesticide Fact Sheet, July 29, 2009, p8). An updated, data 
matrix is being supplied with this application. No other changes are being mad-t, !<?; ~e 
registration conditions as part of this registration extension request and a timely review and 
decision is therefore requested. ' ' ' 

Monsanto Company ll-CR-192E-!R Page 1 of3 

' > ' • ' ~ . ' ' ' , 
'' ' "'' ' ' 
' ' ' ' , . 
' > > ' ' 
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Pursuant to this application, attached is a letter from Dow AgroSciences authorizing data citation 
related to Events TCI507 and DAS-59122-7. 

The documents accompanying this submission are listed in the table below. The table includes 
the classification categories "A", "B", and "C" for each document, as defined by the Agency: 

• 

• 

• 

Category "A": Materials that can be released to anyone, regardless of affiliation to a 
foreign or multi-national pesticide producer. 

Category "B": Information can be released only to individuals that attest they are not 
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA 
Section I O(g). 

Category "C": Confidential Business Information that is protected from any disclosure 
indefinitely by provisions put forth by the EPA, as per FIFRA Section 10. 

A CD-ROM containing the fully releasable ("A") documents, with the exception of the data citation 
authorization letter, is provided in .pdf format. 

It is Monsanto's understanding that this request is a non-PRIA action. 

• Fee category: Non-PRIA Amendment 
• Fee category amount: $0 

'''' 

Monsanto Company ll-CR-192E-IR Page 2 of3 

, '' "'' • • 
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Documents accompanying this application for registration 

.pdf file for 
Volume Category Document Hard copy E-docket 
NIA A Cover letter -/ -/ 
N/A A Dow AgroSciences data citation letter -/ 
NIA A Transmittal document -/ -/ 

Administrative Materials to Amend the 
Registration of the Plant-Incorporated 
Protectant, Bacillus thuringiensis 
CrylA.l05, Cry2Ab2, CrylF, Cry3Bbl, 

I B 
Cry34Ab 1, and Cry35Ab 1 Proteins and 

-/ the Genetic Materials (Vectors PV-
ZMIR245, PHP8999, PV-ZMIR39, and 
PHP17662) Necessary for their 
Production in MON 89034 x TC1507 x 
MON 88017 X DAS-59122-7 

I c Confidential Statement of Formula -/ 

Should you require any additional infonnation regarding this application please feel free to 
contact Daniel Jenkins at 202-383-2851, or myself at 314-694-6514. 

Sincerely, 

/.~ 
0. Austin Burns, Ph.D. 

Regulatory Affairs Manager 
Monsanto Company 

') '' 

) ' J , 

•• 

··~·'' , . , , , , 

cc: Mike Mendelson, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
Nicholas Storer, Dow AgroSciences 
Stephanie Burton, Dow AgroSciences 

Monsanto Company ll-CR-192E-1R Page 3 of3 

' )) ' ' 
')' 

,,,,, . , 
JJJ H , 
''' '' 
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Dow AgroSciences, LLC 
9330 Zionsville Road 
Indianapolis, IN 46268-l 054 

fliJ)ow AgroSciences 

May 13, 2011 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 l 

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division 

LEITER AUTHORIZING DATA CIT ATlON 

We hereby confirm that Agrigenetics, Inc. dlb/a Mycogen Seeds c/o Dow AgroSciences LLC, on behalf of itself and 
its affiliates, (collectively, "Dow AgroSciences") authorizes Monsanto Company (Monsanto) to cite, and the U.S. 
Environmental Protection Agency (EPA) to refer to, data previously submitted by Dow AgroSciences in connection 
with any of the following products: 

·Insect-protected, glufosinate-tolerant maize containing the Cry IF and PAT proteins, Event TC1507 
(DAS-01507-1); 
•Insect-protected, glufosinate-tolerant maize containing the Cry34/35Abl and PAT proteins, Event DAS-
59122-7 (DAS-59122-7) 

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3 registration extension for 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 Insect-Protected, Herbicide-Tolerant Com (SmartStax®), 
EPA registration No. 68467-7. 

This authorization shall not be construed as authorization to use or consider said data, directly or indirectly, in 
support of any application submitted by any other applicant, for an application by Monsanto for activities other than 
the registration request as described herein, or for any other regulatory entity to refer to or rely on this data. Dow 
AgroSciences does not grant permission fbr citation or reference of this data for any use not specifically stated 
herein, does not grant pennission for citation or reference of data (including future data) not specified herein, and 
nothing in this agreement grants pennission for the U.S .. EPA to provide copies of any data to any party. , , , , 

If you require further information, please contact the undersigned at 317-337-3692. 

Best Regards, 

)~ttl 
Gregory L. Orr, Ph.D. 
Global Regulatory Leader- Com Traits 
Dow AgroSciences LLC 

SmartStm:"' multi·event technology developed by Dow AgraSciences and Monsanto. 
"'SmortStOJC is a registered trademark of Monsanto Technology LLC. 

'l I) 

'' '' 

I' 
''''' 
" ' ' ' 
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MONSANTO~-
TRANSMITTAL DOCUMENT 

SUBMITTED BY 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 

REGULATORY ACTION IN SUPPORT OF WHICH 
THIS DOCUMENT IS SUBMITTED 

Administrative Materials for the Application to Amend the Registration of the Plant
Incorporated Protectant, Bacillus thuringiensis CrylA.l05, Cry2Ab2, CrylF, Cry3Bb1, 
Cry34Abl and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, 

PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

EPA Reg. No. 524-581 

TRANSMITTAL DATE 

','' June 10, 2011 
'' '' 

MONSANTO REFERENCE No. 

ll-CR-192E-1R 

Page 1 of2 

' > ' ' ' ' •• • 
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LIST OF SUBMITTED DOCUMENTS 

Administrative Materials 

Volume I. Administrative Materials for the Application to Amend the Registration of 
the Plant-Incorporated Protectant, Bacillus thuringiensis Cry 1 A.l 05, 
Cry2Ab2, Cry1F, Cry3Bb1, Cry34Ab1, and Cry35Ab1 Proteins and the 
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and 
PHP17662) Necessary for their Production in MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7; EPA Reg. No. 524-581 

MRID Number _____________ _ 

Company Official: 
~Bums, Ph.D. 
Regulatory Affairs Manager 
(314) 694-6514 

6-to -7-ol( 

Company Name: Monsanto Company 

Company Contact: Daniel Jenkins, J.D., M.S. 
U.S. Agency Regulatory Affairs Manager 
(202) 383-2851 

Date 
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VOLUME! 

Administrative Materials for the Application to Amend the Registration ofthe Plant
Incorporated Protectant, Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34Ab1 and Cry35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, 

PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in 
MON 89034 X TC1507 X MON 88017 X DAS-59122-7 

EPA Reg. No. 524-581 

AUTHORS 

Bradley A. Comstock 
J. Austin Bums, Ph.D. 

SUBMISSION DATE 

June 10,2011 

SUBMITTING REGISTRANT 

Monsanto Company 
800 N. Lindbergh Blvd. 

St. Louis, MO 63167 
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The text below applies only to use of the data by the United States Environmental 
Protection Agency (U.S. EPA) in connection with the provisions of the Federal 

Insecticide, Fungicide, and Rodenticide Act (FIFRA). 

STATEMENT OF DATA CONFIDENTIALITY CLAIM 

No claim of data confidentiality is being made for information contained in this 
document on the basis of its falling within the scope ofFIFRA §IO(d)(l)(A), (B), or (C). 
However, a supplemental data confidentiality claim is being made for some information 
claimed herein. The applicable information has been removed to a confidential 
attachment. 

"We submit this material to the United States Environmental Protection Agency 
specifically under requirements set forth in FIFRA as amended, and consent to use and 
disclosure of this material by the EPA strictly in accordance with FIFRA. By submitting 
this material to EPA in accordance with the method and format requirements contained in 
PR Notice 86-5, we reserve and do not waive any rights involving this material that are or 
can be claimed by the company notwithstanding this submission to the EPA." 

COMPANY: Monsanto Company 

COMPANYAGENT: .J ~ 
1. @!Bums, Ph.D. 
Regulatory Affairs Manager 

DATE: June 10, 20 11 

''' 
''' 

'' 

Monsanto Company ll-CR-192E-1R Page 2 of 108 
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' ' ' ' ' 
' ' ' ' " ' 

''' 
) ' ''' 



20

GLP COMPLIANCE STATEMENT 

The materials in this volume do not meet the requirements of the Good Laboratory 
Practice Standards, 40 CFR Part 160. This volume provides the administrative materials 
for the Application to amend the registration of the plant-incorporated protectants, 
Bacillus thuringiensis Cry! A. lOS, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and Cry35Abl 
proteins, and the genetic materials (vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and 
PHP17662) necessary for their production in MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7, and therefore were not developed in compliance with 40 CFR Part 160. 

(7SUbmitter 
J. Austin Burns, Ph.D. 
Regulatory Affairs Manager 

Jeffrey T. Bookout, M.S., M.B.A. 
Com Regulatory Affairs Lead 

Study Director 
Bradley A. Comstock 
Regulatory Affairs Manager 

Monsanto Company ll-CR-I92E-IR 
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Please read Instructions on reverse before completmg form. Form Approved. OMS No. 2070-0060. Approval Ex ires 2-28-95 

&EPA 
United States 

Environmental Protection Agency 
washington, DC 20460 

N Registration OPP ldeofifi" 
~ Number 

Amendment 

0 Other 

Application for Pesticide Section I 
1. Company/Product Number 2. EPA Product Manage1 3. Proposed Classification 

File Symbol524-581 Dr. Sheryl Reilly 

Company/Product (Name) PM# 
MON 89034 X TCI507 X MON 88017 X DAS-59122-7 92 

~ None 0 Restricted 

5. Name and Address of Applicant (Include ZIP Code) 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 

0 Check if this is a new address 

Amendment- Explain below. 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(8)(i), my 

product is similar or identical in composition and labeling to: 

EPA Reg. No. --------------

Product Name 

Section -II 
Final printed tabels in response to 
Agency letter dated t:8J 

D 
D 

Resubmission in response to Agency letter dated 

D 
D 
D 

"Me Too" Ap):tication. 

Notification- Explain below. Other- Explain below. 

Explanation: Use additional page(s) il necessary. (Fo1 Section I and Section II.) 
Application to Amend the Registration of the Plant-Incorporated Protectant, Bacillus thuringiensis CrylA.I05, Cry2Ab2, CrylF, Cry3Bbl, 
Cry34Abl, and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary 

for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 to extend conditional registration 524-581 

'~aterlal This Product Will Be Packaged In: 

\... .... d-Resistant Packaging Unit Packaging 

Dv.,· Dv" 
ONo ONo 

* Certification must 
be submitted 

3. Location ot Net Contents In/ormation 

0 Label D Container 

If "Yes" 
Unit Packaging wgt. 

6. Manner in Which Label is Affixed to Product 

Section - Ill 

No. per 
Container 

Water Soluble Packaging 

Oves 

DNo 
lf"Yes" 
Package wgt. 

No. per 
Container 

4. Size(s) Retail Container 

Various 

2. Type of Container 

D Metal 

D Plastic 

D Glass 

D Paper 

D Other 
fSoe;ifv) 

5. Location of Label Directions 

DOn Label 

EJ On Labeling accompanying product 

~ Lithograph 

D Paper glued 

D Stenciled 

U Other --------------1 

Section -IV 
1. Contact Point Com /ele items direct below for identification of individual to be contacted, if necessa , to rocess this a !I cation. 

Name 
Daniel J. Jenkins, J.D., M.S. 

TiUe 

U.S. Agency Regulatory Affairs 
Manager 

T elephoneJ•JO. (!hzlude Area Code) 

(2021 m-2851 . ' 
Certification 6. bate ARPiication 

1 cerlify /hal/he statements I have made on !his form and all attachments lherelo are true, accurate and complete. • > • • ' " ' 
1 acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 'Receive~ ' : 

. ., '" ' (St•.llJ~e. ~) r.,,b~oS~~un~d~'~''~P~P~"~~·~~~~~w~·----------------------;c,~----------------------------------~~ ~ ~ , 
2. Signature /J 3. Title 

(/.~ Regulatory Affairs Manager '' ' " . . 
"' ' ' ""'.,, J. trustin Burns, Ph.D. Tel. (314) 694-6514 

5. Date 
June 10,2011 

EPA Form 8570-1 (Rev. 3·94) PreVIOUS editions are obsolete. Wh1te ·EPA F1le Copy(or1ginal) Yellow· Ap•)llt.'i:.h! Copy 

Monsanto Company ll-CR-192E-1R Page 5 of 108 
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CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number 1} 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is es~mated to average 1.25 hours per response for 
·registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to Director, QPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, an:! Telephone Number. EPA Registration Number I File Symbol: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-581 
(314) 694-6514 

Active lngredient(s) and/or representative test compound(s): Bacrllus thuringiensis Cry1A.l05, Date: 
Cry2Ab2, Cry1F, Cry3Bbl, Cry34Ab1, and Cry35Ab1 Proteins and the Genetic Materials 

June I 0, 2011 (Vectors PV -ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production 
in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop MON 89034 X TCIS07 X MON 88017 X 

DAS-59122-7 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27}. 

0 I am responding to a Qata-Cal~i)~ Notice, and have included \'lith this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this ouroose . 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the dte-all method of support, and have Included \'lith I am using the selective method of suppon (or cite-all option under 

0 this form a list of companies sent offers of compensation (the [g] the selective method}, and have included \'lith this form a 
Data Matrix Form should be used for this purpose). co~~~eted list of data requirements (the Data Matrix form must be 

used. 

Section II: GENERAL OFFER TO PAY 

0 [Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more dala requirements] 

I hereby offer and agree to pay compensation, to other persons, \'lith regard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form fOr reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or dte-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2} is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (I} to pay compensation to the extent required by sections 3(c}(1)(F) and/or 3(c)(2)(B) of FIFRA; and (li) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance \'lith sections 3(c)(1 )(F) and/or 3(c}(2}(B) of FIFRA are available and \'/ill be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registralion of my product in 
conformity \'lith FIFRA. 

I certify that the statements I have made on this fonn and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowiniJIY false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. 

Signature 

~ 
Date Typed or Printed Name and Title 

. June 10, 2011 J. Austin Burns, Ph.D. 
( / Regulatory Affairs Manager 
t:f'Po. Form 8570-34 (9-97} Electronic and Paper Versions available. Submit only Paper version. 

Monsanto Company ll-CR-l92E-lR Page 17 of 108 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per 
response for reregistration and special review aclivilles, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collect:~~1of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dmc: Jtme I, 2011 EPA Reg. No./Filc Symbol: 524~581 I Pagel ol"(i4 

Applicaut's/Rcgistraul's Name & Address: Product; MON 89034 X TCI507 X MON 88017 X 

Monsanto Comnanv, 800 N. Lindbem:h Blvd., St. Louis, MO 63167 DAS-59122-7 
lngrcdiclll Baci!fus thuringiensis Cry I A.l 05, Cry2Ab2, Cry 1 F, Cry3Bb 1, Cry34Ab 1, and Cry35Ab 1 Proteins and the Genetic Materials (Vectors PV -ZMIR245, PHP8999, PV -ZMIR39, 
and PHP17662) Necessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3x 
DAS-59122-7) 

Guidcliuc Reference Number Guideline Studv Name MRlD Number Submi!ter Status Note 

AdminiSlrativc Materials for tbc Applicatiou to Amend 
the Plant-lucorporatcd Protcct:mt, Bacllllls rhu•·ing/ensis 
Cry I A. lOS, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and. 
Cry35Ab l Proteins and the Genetic Materials (Vectors 
PV-ZM1R245, PHP8999, PV-ZMIR39, attd PHP17662) 
Ncces~ary, for their Production in MON 89034 "TC 1507 Admi11istrativc 
X MON 88017 X DAS-59!22-7 Monsalllo Comoau OWN TI1is Aonlicatiou 

Goodwiu, B.K., Marra, M.C, aud N.E. Piggott. 2009. 
Farm-Level Bcnct1ts of a Refuge Rcilllctiolt for Supporting 
SmliTtStax TM. Arc ort from A ri-Anal tics, luc. N/A Monsanto COin an OWN lnformatiou 

Bums, J.A. 2009. The Benefits of Refuge Reduction 10 S11pporting 
5% for SmartS!ax Com 47943702 Monsanto Company OWN lnfommtion 

Bums, J.A. 2009. Response to U.S. EPA BPPD Letter, 
Dated March 19, 2009 Regarding Applications to Register 
MON 89034 xTC]507 x MON 880!7 x DAS-59122-7 Supportiug 
EPA File Svmbols: 524-LlR (MON); D-39sl23'r0Ait NIA Monsanto Com anv OWN lnformatiou 

Bogdanova, N., J.A. Bums, G. Head, ct. al. 2009. 
Condition of Registration for MON 89034 x TCJ507 " 
MON 88017 x DAS-59122-7 luscct-protcctcd and Tcn11s and 
Herbicide Tolerant Com: Comnliancc Assurance Plan 47883601 Monsalllo Com anv OWN Conditions 

Bogdanova, N., 1. Carden, J. Lam~rt, ct. al. 2009. 
Educational Ma!crials and Information oflRM 
Requirements Provided by Monsanto Company to 
Growers ofMON 89034 x TCJ507 x MON 880!7 x 
OAS-59122-7 lnscct-prolcc!cd and Herbicide Tolerant Tcr111s und 
Com 47883602 Monsanto Comnauv OWN Conditions 

Signatltre SIGNATURE PAGE FOR64 PAGES Name and Title Date 

(/_ ~ 
J. Austin Bums, Ph.D. Jurte l, 2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-lliE'Iectronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company 11-CR-l92E-1R Page 18 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinoton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including t!me for reading the inslruc\ions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form lo this address. 

DATA MATRIX 
Date: June I, 2011 EPA Reg. No.!Filc Symbol: 524-581 [Pagc2of64 

Applicaut's/Rcgistranl's Name & Address: Product: MON 89034 X TCI507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 DAS-59122-7 

lugrc<iicnt Bacil!r1s lf111ringiensis CrylA.!05, Cry2Ab2, Cry IF, Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHPI7662) Necessary for their Productiou in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 (OECD Unique ldcnlifier: MON-89034-3 x DAS-0!507-1 x MON-88017-3x 
DAS-59122-7) 

Guideline Reference Number Guidcliuc Study Name MRlD Number SJtbmiucr StalltS Note 

Head, G., W. Moar, and N. Storer. 2009. Insect 
Resistance Monitoring and a Remedial Action Plan for 
MON 89034 x TCl507 x MON 88017 x DAS-59122-7 Terms aud 
Insect- rotcctcd and Herbicide Tolerant Com 47883603 Monsanto Company OWN Conditions 

Keller, 1'. 2011. Annual Sales Report for MON 810, 
MON 863; MON 863 x MON 810, MON 88017, 
MON 88017 x MON 810, MON 89034, MON 88017 x 
MON 89034, and MON 88017 x MON 89034 x TCl507 Terms and 
X DAS-59122-7 4836780[ Monsauto Company OWN Conditious 

Submission of Pesticide Usc Data in Support oflhc 
Registrations ofMON 810, MON 863, MON 863 x 
MON 810, MON 88017, MON 88017 x MON 810, 
MON 89034 (x NK603), MON 89034 x MON 88017, Tcrnts and 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 48367800 Monsauto Compan'l OWN Conditious 

Zahora, A. and P. Keller. 20 ll. 20 l 0 Insect Resistance 
Management Compliance Assurance Program Report for 
MON 89034 X TCl507 X MON 88017 X DAS-59122-7 
Insect-protected and Herbicide Tolerant Com 48367901 Monsanto CouJT)anv OWN IRM 

Submission of Efficacy Data iu Support of the 
Registration of MON 89034 x TC 1507 x MON 88017 x l'rodJtct 
DAS-59122-7 48369700 Monsanto Compau OWN Characterization 

Signalure Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Re~;ulatorv Affairs Mana~;cr 

EPA Form 8570-35 (9-97) Electronic and Paper verstons avatlable. Submtl only Paper verston. Agency Internal Use Copy 

Monsattto Company 11-CR-192E-1R Page 19 of 108 
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oEPA 
Form Approved OMS No. 2070..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is eslimated to average 0.25 hours per response for registralion activilies and 0.25 hours per 
response for reregistralion and special review activilies, including lime tor reading I he inslruclions and compleling I he necessary forms. Send comments regarding the burden eslimale or any 
olher aspect of this collection of information, including suggeslions for reducing the burden lo: Direclor, OPPE Information Managemenl Division (2137}, U.S. Environmenlal Proteclion Agency, 
401 M Slreet, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June 1, 20 II EPA Reg. No./Filc Symbol; 524-581 I Pagc3of64 

Applicaut's/Rcgistrant's Name & Address: Product: MON 89034 X TC 1507 X MON 88017 X 

Monsanlo Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7 

Jugrcdicnt Bacillus !h~trir~gfensis CryiA.I 05, Cry2Ab2, Cty!F, Cry3Bbl, Cry34Abl, attd Cry35Ab I Proteins and the Genetic Materials {Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHPI7662} Necessary for llteir Production in MON 89034 x TC 1507 x MON 88017 x OAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-0!507-1 x MON-88017-3x 
OAS-59122-7} 

Guidcliuc Reference Number Guideline Study Name MRID Number Shbmittcr Sta!JIS Note 
Head, G., M. Carroll, L. Stork, ct. al. 20 II. Corn 
l{ootworm Adult Emergence from MON 89034 x 
TCI507 x MON 88017 x OAS-59122-7, MON 88017, 
DAS-59122-7, and Non-Bt Com with Various Egg 
Densities in 2010 U.S. Field Trials 4836970 I Mousanto Com an OWN IRM 

Admir]istrativc Materials for the Application to Register 
the Plant-Incorporated Protcctant, Bacillus rlmringiensis 
Cry I A. I 05, Cry2Ab2, Cry IF, Cry3Bb I, Cry34 aud 
Cry35 Proteins and the Genetic Materials {Vectors PV-
ZM1R245, PHP8999, PV-ZMIR39, and PHPI7662) 
Necessary for their ProdJtction in MON 89034 x TC 1507 
X MON 88017 X DAS-59122-7. Monsanto Conman OWN Administrative 

Bums, J.A. 2008. Human Health aud Enviro111nc111al 
Assessment of the Plant-Incorporated Protcctant Bacillus 
r!mringiensis Cry I A. I 05, Cry2Ab2, Cry IF, Cry3Bb I, 
Cry34Abl, and Cry35Ab I Proteins ProdJtccd in the 
Combined Trait Com Product MON 89034 x TC 1507 x 
MON 88017 x DAS-59122-7. Monsanto Tcchn"tcal ProdJtct 

885.1100 Report MSL0021223. 47444901 Mousanto Com1mny OWN Cltaractcrizatiott 
Rice, J.F. 2008. Summary ofSouthcm Blot Analyses to 
Cottfirrn tltc Presence ofMON 89034, TC1507, MON 
88017, and DAS-59122-7 in the Combined Trait Com 
Product MON 89034 x TC 1507 x MON 88017 x DAS- Product 

885.1100 59122-7. Monsanto Technical Report MSL0021265. 47444902 Monsauto Company OWN Characterization 

Taylor, J.P., J.R Groat, and J.D. Masucci. 2007. Southern 
Blot Analyses to Confirm the Presence of MON 89034 
aud MON 88017 in the Combined Trait Com Product 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7. ProdJICt 

885.1100 Monsauto Technical Report MSt0020682. 47444903 Mousanto Com any OWN Characterization 

Signature Name and Tttle Date 

See Page I for Signature ]_Austin Bums, Ph.D. 
Rcgttlatory Affairs Manager 

June 1,2011 

-EPA Fonn 8570 35 (9-97} Eleclrontc and Paper verstons avatlable. Submtt only Paper verst on. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-IR Page 20 of 108 
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Form Approved OMB No. 2070-0060 

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinqton, D.C. 20460 
Paperwork Reduction Act Notice: The publk reporting burden for this colection of information is estimated to average 0.25 hours per response for reg'tstralion acnvities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June 1,2011 EPA Reg. No./Filc Symbol: 524-581 __ j Page 4 of 64 

Applicant'siRcgistrant's Name & Address: Product: MON 89034 X TCl 507 X MON 88017 X 

Monsanto Company, 800 N. Lindbergh Blvd., Sf. Louis, MO 63167 DAS-59122-7 
lngrc(.]icnt Bacilhts thuringiensis CrylA.i05, Cty2Ab2, CrylF, Cry3Bb!, Cry34Abl, and Cry35Ab! Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, 
and PHPl7662) Necessary for their Production in MON 89034 x TCl 507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-l x MON-8801 7-3x 
DAS-59122-7) 

Guidcliuc Reference Number Guideline Study Name MRID N111nlx:r Submiucr Status Note 
Schafer, B. W., C.Q, Cia, and S.K. Embrey. 2008. 
Southern Blot Analyses to Confirm tl1c Presence of 
TCI507 and DAS-59122-7 in the Combined Trait Com 
Product MDN 89034 x TCI507 x MON 88017 x DAS- Product 

885.1100 
59122-7. Dow AgroScicnccs Study ID 071179. 47444904 Monsanto Comr>anv OWN Characterization 

Murphy, J.A. and J.S .. McCiain.2008. Summary of 
Cry lA I 05, Cry2Ab2, Cry IF, Cry3Bb I, CP4 EPSPS, 
Cry34Abl, Cry35Ab 1 and PAT Protein Levels in the 
Combined Trait Com Product MON 89034 x TCI507 x 
MON 88017 x DAS-59122-7 Produced in US Field Trial~ 

l'roduct 
885.1100 

in 2006. Monsanto Technical Report MSL0021266. 
47444905 Monsanto Comr>anv OWN Characterization 

Slillwoll, L. and A. Silvanovich. 2007. Assessment of 
Cry I A.l 05, Cry2Ab2, Cry3Bbl, and CP4 EPSPS Prole in 
Levels in the Combined Trait Com Product MON 89034 
x TC!507 x MON 88017 x DAS-59122-7. Monsanto Production 

885.1100 Technical Report MSL0021070. 47444906 Mousanto Cotn(!any OWN Characterization 

Phillips, A.M. 2008. Cry34Ab 1, Cry35Ab I, Cry I l', and 
PAT Protein Levels in Hybrid Maize TC 1507, DAS-
59122-7, MON 89034 x TCI507 x MON 88017 x DAS· 
59122-7, and a Convcntiottal Control from the MOH$anto 
2006 Prodnction Plan 06-01-52-04. Dow AgroScicnccs Product 

885.1100 Study ID 061026.06. 47444907 Monsanto Com11any OWN Characterization 

Lovinc, S. 2008. Studies Performed 10 Evahtatc the 
Potential for Interactions among Cry Proteins Protluccd Environmental 
by MON 89034 >< TCI507 x MON 88017 x Assessment 

NIA DAS-59122-7. Monsanto Technical Report MSL0021267. 47444908 Monsanto Comp~y OWN 
Signature Name and Title Date 

See Page I for Signature J. Austin Burns, Plt.D. June I, 2011 

Regulatory Affairs Manager 

- -EPA Fonn 8570 35 (9 97) Electronic and Paper verstons avatlable. Submtl only Paper version. t ' Agency ln ernal Us Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin~=Jton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated !o average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing !he necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his collection of information, including suggestions for reducing !he burden to: Director, OPPE Information Management Division (2137), u.s. Environmental Protection Agency, 
401 M Street, S.W., Washina!on, DC 20460. Do not send the form to !his address. 

DATA MATRIX 
Date: June 1, 2011 EPA Reg. No./Fi!c Symbol: 524-581 I Page 5 of64 

Applicaut's/Rcgistmnt's Name & Addtcss: Product: MON 89034 X TC1507 X MON 88017 X 

Monsanto Comnanv, 800 N. Lindbemh Blvd., St. Louis, MO 63167 DAS-59!22-7 
tngrcd"tcnt Bacfllus thuriugiensi~ Cry1A.105, Cry2Ab2, CrylF, Cry3Bb1, Cry34Ab !, and Cry35Ab1 Proteins and the Gem:lic Materials (Vectors PV-ZM1R245, PHP8999, PV-ZM1R39, 
and PHP17662) Necessary for thdr Production in MON 89034 x TC1507 x MON 88017 x OAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-01507-1 x MON-88017-3X 
DAS-59122-7) 

Guideline Rcfcrcucc N11mbcr Guideline Stod" Name MR!D Number Submillcr Status Note 

MacRae, T. 2008. Evaluation of Potential for lntcrllction 
Between !Itt: Bacillus tlmriugiellsis Cry3Bbl, Cry34Ab1, 
and Cry35Abl Proteins. Monsanto Technical Report 

Enviromncntal 
NIA MSL0020554. 47444909 Monsanto Com1;lally OWN Assessment 

Levine, S. 2008. Evaluation ofthc Potentia! for 
lntcracti6ns amoug Cry Proteins Produced by MON 
89034 X TC 1507 X MON 88017 X DAS-59 !22-7 by 
Insect Bioassay. Monsanto Technic~! Report Euviroumcntal 

NIA MSL002! 104. 474449!0 Mousanto Comnanv OWN Asscssmctll 

Head, G. ~nd N. Storer. 2008. Insect Resistance 
Managctncnt Plan for MON 89034 x TC !507 x 
MON 880!7 x DAS-59!22-7. Monsanto Technical 

N/A Report MSL0021285. 47444911 Monsanto Cotnoanv OWN IRM 

Lcviuc, S. and J. H11csing. 2008. Emlangcrcd Species 
Impact Assessment for the Combined Trait Com Product 
MON 89034 x TC!507 x MON 88017 x DAS-59t22-7. 1:\nvirotunenta! 

NIA Monsanto Technical Rcporl MSL0021268. 47444912 Monsanto Company OWN Assessment 

Paradise, !vi. 2008. Evaluation of Potential Dietary Effects 
of Pollen From the Combined Trait Com Prod11ct MON 
89034 x TC!507 x MON 88017 x DAS-59122-7 on the 
Ladybird Beetle Coleomegil/a macttlaro (Coleoptera: 
Coccincl!idac). Mousanto Tcc!111ical Rcpol! MSL Eavironmcnta! 

885.4340 0021036. 47444913 Monsamo Com wnv OWN Assessment 

Signature Name and Title Date 

See Page t for Signature J. Austin Bums, Ph.D. June I, 2011 

Ro.::r>ulatorv Affairs Manarro.::r 

EPA Fonn 8570-35 (9-97) Elec!rontc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070~0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinqton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Direclor, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington. DC 20460. Do not send the form lo this address. 

DATA MATRIX 
Date: June I, 20 I I EPA Reg. NoJFilc Symbol: 524-575 .. l Page 6 of64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 

lugredicnt Bacillus thuringiensi~ Cry!A.IOS and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for tlteir Production in MON 89034 (OECD Uniqtte 
Identifier: MON-89034-3) 

Guideline Rcfcrcucc Number Guideline Stu~J:Namc MRID Number Submitter Status Note 

Updated Compliaucc 1\&sutaucc Phm, EducaliUIIRI 
Materials, IRM Monitoriug, and a Remedial Actiou Plan 
for MON 89034 (EPA Reg. No. 524-575) and 
MON 89034 x MON 88017 (EPA Reg. No. 524-576) Terms & 
Insect-Protected and Herbicide Tolerant Com 483696-01 Monsa111o Comoanv OWN Conditions 

Aunual Sales Report for MON 810, MON 863, MON 863 
x MON 810, MON 88017, MON 88017 x MON 810, 
MON 89034, MON 88017 x MON 89034, aud 
MON 88017 X MON 89034 X TCJ507 X DAS-59122-7 
(El'A Reg. Nos. 524-489, 524-528, 524-545, 524-55 I, Terms & 
524-552, 524-575, 524-576, aod 524-581) 483678-01 Monsmtlo Com m11 OWN Conditious 

Euhanccd Insect Resistance Managcmcut Compliance · 
Assurance Program for Com Borer Protected Bt Com, 
Com Rootwonn-Protcctcd Bt Com, ami Corn Borer I Terms & 
Com Rootworm Protected Stacked Bt Com. 483751 -OJ ABSTC PER Conditious 

Baseline Asscssmc111 of Bt Susceptibility of Com IRM-
Eurworm, He/icoverpa zea, to Cry I A.l OS; 2009 Condilion of 
Collccflons and Ass s(Lan ,B.20JO) 48207401 MousantoComoan OWN RCl?:iSiratiou 

Bascliuc Susceptibility of the European Corn Borer, IRM-
Osrrinia nubilmis, to Cry JA.J 05 and Cry2Ab2 Bt Conditiou of 
Proteins (S"tcgfricd, B. aud Spencer, T. 201 OJ 48207402 Monsanto Company OWN Rc istration 

2010 luscct Resistance Mmmgcmcnt Compliance IRM-
Assurance Program Report for Com Borer Protcctc(.] Bt Conditio11 of 
ComMON 89034 (EPA Reg, No. 524-575) Monsanto Company OWN Rcgistratiou 

Signature Name and Title Date 

Sec Page 1 for Signature J. Ausl in Bums, Ph.D. June I, 2011 
Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper verstons avatlable. Submtl only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special1eview activities, including lime for reading lhe inslruclions and completing lhe necessary forms. Send comments regarding lhe burden estimate or any 
other aspect of this collection of info1mation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washin ton. DC 20460. Do not send the form lo !his address. 

DATA MATRIX 
Date; J1mc I, 20 II EPA Reg. No./Filc Symbol: 524-575 1 Pagc7of64 

Applicanl's/Rcgistram's Nawc & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 

lngr<:xlicut Bacilltls thuringiensis CrylA.I05 and Cry2Ab2l'roleins and lite Gcuclic Material (Vector PV-ZMJR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guidcliuc Rcfcrcucc Number Guideline Study Name MRID Nu111bcr Submitter Status Note 

Baseline Susceptibility ofSouthwcstcm Com Borer, IRM-
Dialmea gram/iosella, 10 Cry I A.l05 amd Cry2Ab2 Bt Condition or 
Proteins {Song, Q., Sun, Y. and Wang, Q. 2009) 48207403 Monsamo Company OWN Registration 

Annual Sales report for MON 810 (EPA Rcg.No. 524-
489),MON 863 (ERA Reg. No. 524-528), MON 863 x 
MON 810 (EPA Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-551), MON 89034 (EPA Reg. No. 524-575) Terms & 
and MON 89034 x MON 88107 (EPA Rei. No. 524-576) 479614-01 Monsanto Conl\')all'l OWN Conditions 

Updated Colfllliaucc Assurance Plan, Educational 
Materials, IRM Monitoring, and a Remedial Action Plan 
for MON 89034 and MON 89034x MON 88017 Insect- Conditious of 
Protected and Hcrbieidc-Tolemut Com (Keller, P. 2011) 479033501 Monsanto C0111pany OWN Rc •istration 

Supplemental Information for MRID No. 46951402 
"Amended Report for MSL-20072: MolccJilar aualysis of Product 
Corn MON 89034". 471275-03 Mousanto Company OWN Charactcrizatio11 

Supplememallnfonnation for MRID No. 46951403 
"Assessment oflhc Cry I A.l05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-Protected Com MON 89034 l'roducl 
Produced in 2005 U.S, Field Trials". 471275-05 Mon~anto Com " OWN Clmractcrb:ation 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 

- -EPA Fo1m 8570 35 (9 97) Eleclron1c and Paper verstons avatlable. Submtl only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: Jtmc l, 2011 EPA Reg. No./l'ilc Symbol: 524-575 ! Page 8 of64 

Applicanl's/Rcgislranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. louis, MO 63167 Producl: MON 89034 
lngrcdicnl Bacillus th11ringfensis CrylA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMTR245) Necessary for their Production in MON 89034 (OECD Uaique 
Identifier: MON-89034-3) 

Guideline Rcfcrcuce Number Guideline Study Name MRID Number Snbmillcr Stalus Note 

Bogdanova, N.N. 2006. Human Hcalih and 
Environmcnlal Asscssmcnl of I he PlanJ-tncorporalcd 
Prolcclanl BaciJ/us thuringiensi.r Cry I A.l 05 and Prod net 

885.1100 Cry2Ab2 Proteins Produced i11 Corn MON 89034. 469514-01 Monsamo Company OWN Characlcrization 

Rice, J .F., BJ. Wolff, J .R, Groal, N .K. Scanlon, J.C. 
Jennings, and J.D. Masucci. 2006. Ameadcd Report for 
MSL-20072: Molecular Analysis of ComMON 89034. Producl 

885.1100 Monsanlo Technical Rcoort MSL-20311. 469514-02 Monsanlo Conu:mnv OWN Charactcrizal ion 

Hartmann, A.J ., K.E. Niemeyer, and A. Silvanovich. 
2006. As$eSSmcnl oflhc Cry !A.I05 and Cry2Ab2 
ProJcin Levels in Tissues oflnscct-Prolcclcd Com MON 
89034 Produced in 2005 U.S. Field Trials. Monsanlo Product 

885.1100 Tcclmical Report MSL-20285. 469514-03 Monsanlo Company OWN Clmraclcrizalion 

Karunanandaa, K., J.J. Thorp, M.E. Goley, S.L. Levine, 
and A. Silvanovich. 2006. Chamctcri?.alion oflhc 
Cry2Ab2 Protein Purified from lhc Com Grain ofMON 
89034 and Comparison oflhc Physicochemical untl 
Fnncliollal Propcrlics oflhc Plani-Prodnccd and E. coli-
Produced Cry2Ab2 Prolcins. Monsanlo Technical Report Product 

885.1100 MSL-20071. 469514-04 Monsauto Comoan OWN Chamclcri~,alion 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulatory Affairs Manager 
EPA Form 8570-35 (9·97) Electromc and Paper vers10ns available. Subm11 only Paper vers1on. Agency Internal Use Copy 
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oEPA 
Fonn Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send lhe form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-575 ! Pagc9of64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 

Ingredient Bacillus thmingiensis Cry IA.l 05 and Cty2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3). 

Guideline Reference N11mbcr G11idclinc Study Name MRID N11mbcr Submitter Status Note 

Levine, S.L. and J. Ulfman. 2006. Evaluation of the 
Functioual Equivalence of the Cry2Ab2 Protein Produced 
in E. Cali and Bt Agaiust a SCilsitivc Lcpidoptcrun ProdliCt 

885.1100 Species. Monsanto Technical Report MSL-20 132. 469514-05 Monsanto Colllpany OWN Characterization 

Rice, J.F., B.J. Wolff, J.C. Jennings, and J.D. MasJtcci. 
2005. Summary of Southern Blot Analysis ofMON 
89034 and MON 89597 Com. Monsanto Technical Product 

885.1 !00 Re ort MSL-20068 466945-01 Mousanlo Company OWN Clmruclcrizatio11 

Goertz, B., T. Ganguly, J. Lee, T. Lee, and E.A. Rice. 
2005. Chaructcrization of the Cry! A.I05 Protein 
Pur"lficd from Ute Com Grain ofMON 89034 and 
Comparison of the Physicochemical and F1mctional 
Properties of the Plant-l'roduccd and £.coli-Produced 
Cry IA.105 Proteins. Monsmtto Tcchuical Report MSL- Product 

885.1100 19960. 466946-04 Mousauto Compauy OWN Charactcrizafton 

Supplemental Information for MRID No. 46951402 
'"Amended Report for MSL-20072: Molecular amtlysis of Product 
ComMON 89034". 471275-03 Monsanto Company OWN Characterization 

Supplcmcutal Information for MRID No. 46951403 
''Assessment of the Cry! A.I05 and Cry2Ab2 Protein 
Levels in Tissues of Insect-Protected Coru MON 891)34 Product 
Prodltccd iu2005 U.S. Field Trials". 471275-05 Monsaulo Com an OWN Characterization 

Signature Name and Title Date 

See Page I for Si-gnature J. Austin Bnrns, Ph.D. Jttne 1, 2011 

Regulatory Affairs Mana •er 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of infOrmation is eslimated to average 025 hours per response for registration activities and 025 hours per 
response for reregistration and special review activities, including time for reading !he instructions and completing !he necessary forms. Send comments regarding !he burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Wash~_ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June I, 2011 EPA Reg. No./Filc Symbol: 524-575 1 Page 10 of64 

Applican~s/Rcgistr.mrs N<!mc & Address: 

Monsanto Com.2_any, 800 N. Lindberg~ Blvd., St. Louis, MO 63167 Product: MON 89034 

Ingredient Baciffus thuringiensis Cry!A.l05 and Cry2Ab2 Proteins and !he Genetic Material (Vcclor PV-ZMIR245) Necessary for !heir Production in MON 89034 (OECD Uniqttc 
ldenlifier: MON-89034-3) 

Gttidclinc Reference Number Guideline Study Name MRID Number Submitter Status Note 

Bogdanova, N.N. 2005. Structural and fttnctional 
Similarity of the Cry IA.I05 Protci11 to Cry lA Class of 
Boci/lm· rlmringiensis Proteins. Monsanto Technical Product 

885.1100 Report 05-RA-62-01. 466946-01 Mousamo Company OWN Characterization 

Dudiu, Y .A aud P. Chiunadurai. 2005. QuHiitmivc 
Detection Mctltod for the Cry2Ab2 Protein in Com Leaf 
and Seed of MON 89034 and MON 89597. Mon>anto Product 

860.1340 Technical Rc ort 05-RA 39-04. 466945-03 l'vlonsanto Compan OWN Characterization 

Bonnette, K.L. 2006. An acute oral toxicity study in 
mice with Cry2Ab2 protein. Monsanto Study CR0-2005· Hmnan licaltll 

885.3050 049 469514.{16 MonsautoCompuny OWN Assessment 

Kapadi11, S.A. and E. A. Rice. 2006. Assessment of tltc in 
virro Digestibility oftlm Cry2Ab2 Protein in Simulated Hmuan Health 

885.1100 Gastric Fhtid. Monsanto Technical Report MSL-19931. 469514-07 Monsanto Co111pany OWN Assessment 

Kapadia, S. and E.A. Rice. 2005. Assessment of the i11 
vitro Digestibility of the Cry I A.I05 Protein in Simulated Htunan Health 

885.1100 llttcstinal fluid. Monsamo Tcclutical Report MSL-19930. 469514-08 Monsauto Compauy OWN Assessment 

Signalure Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June l, 2011 

Rcgulalory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclrontc and Paper verstons avatlable. Submtl only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis colleclion of informalion is eslimaled to average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregislralion and special review aclivilles, including time for reading the instruclions and compleling the necessary forms. Send commenls regarding the burden estimale or any 
other aspect of lhis collection of informalion, including suggesHons for reducing the burden lo: Director, OPPE lnformalion Managemenl Division {2137), U.S. Environmental Prolection Agency, 
401 M Slreet, S.W., Washinoton, DC 20460. Do nol send the form lo lhis address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524~575 1 Page II of64 

Applicaltfs/Rcgiotrant's Name & Address: 

Monsanlo Company, 800 N. Lindber_gh Blvd., St. Louis, MO 63167 Product MON 89034 

Ingredient Bacillus thuringien~is OyiA.I05 and Cry2Ab2 Proteins and the Genetic Malerial (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guiddiuc Reference Number Gltidclinc Studv Name MRID Number Sltbmillcr Status Note 

McCoy, R.L. and A. Silvanovich. 2005. Bioinformatics 
Analysis of the CrylA.l05 Protein Utilizi11g the AD5, 
TOXIN5, and ALLPEPTfDES Databasco. Mousauto Human Health 

885.1100 Technical Report MSL-19686. 466946-05 Mousanto Company OWN Assessment 

Thorp, J.J. and M.E. Goley. 2006. Asscssmcut of the In 
vitro Digestibility of the Cry2Ab2 Protein in Simulated Human Health 

885.1100 lntcstitml Fhtid. Monsanto Technical Report MSL-19938 469514-09 Mousanto Contpauy OWN Assessment 

McCiaiu, J.S. and A. Silvauovich. 2006. Bioinformuftcs 
Evahtation of the CryiA.I 05 Protein Utiliziug the AD6, 
TOXINS, aud ALLPEPTfDES Databases. Monsauto Human Health 

885.1100 Technical Report MSL-20351. 469514-10 Mom;auto Con1~ OWN Asscssmcm 

KapHdia, S.A. and E.A. Rice. 2005. Assessment of!ltc lu 
vitro Digestibility of the Cry I A.l 05 Protein in Simulated Human Health 

885.1100 Gastric Fluid. Monsanto Technical Report MSL-19929. 466946-06 Monsauto Company OWN Assessment 

Goley, M.E. and J.J. Thorp. 2005. tmmuuodctcctiotl of 
Cry2Ab2 and Cry I A.l05 Protcius in Com GrJin from 
MON 89034 following Heat Treatment. Mol!santo ~hunan Health 

885.1100 Technical Rc ort MSL-19899. 466946-07 Monsanto Company OWN Asscssmcm 

BonncllC, K.L. 2005. An Acntc Oral Toxicity Study in 
Mice with CrylA.I05 Protein. Mousanto Slltdy CRO- Htumn Health 

885.3050 2005-050. 466946-03 Monsauto Comran OWN Asscssntcnt 

Signature Name and Title Dale 

See Page 1 for Signature J. Austin Burns, Ph.D. June I, 20 II 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper vers1ons available. Subm1l only Paper vers1on. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-IR Page 28 of I 08 



36

oEPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public leporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40t M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date; June I, 20 I I EPA Reg. No.!Filc Symbol: 524-575 1 Pagct2of64 

Applicant's!Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 

tugrcdicnt Bacfllus ilmrirrgiensis CryiA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production "m MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Gltiddinc Rct"crcncc Number Guideline Shtd Name MRID Number Submitter Status Note 

McClain, J.S. aud A. Sitvanovich. 2006. Bioinfonnatics 
Analysis of the Cry2Ab2 Protein Utilizing the AD6, 
TOXINS, and ALLt'EPTIDES Databases. Monsamo Human Health 

885.1100 Technical Report MSL-20307. 469514-11 Monsanto Company OWN Assessment 

Davis, S.W. 2006. Comparison of Broiler Performance 
and Carcass Parameters When Fed Diets Containiug 
MON 89034, Control or Commercial Com. Mousanto Human Health 

885.4050 St!!Qy05-0 1-50-13, Amended R_~port. 469514-12 Monsanto CmlJpauy OWN Assessment 

MacRae, T.C., C.R. Browu, and S.L. Levine. 2006. 
Spectrum of insecticidal Activity of Baci/!u:r lhnringiensio: 
Cry1A.t05 Protein. Monsanto Technical Report MSL" Environmcmal 

NIA 20230. 469514-13 Monsanto Company OWN Assessment 

MacRae, T.C., C.R. Brown, and S.L. Levine. 2006. 
Spcctmm of Insecticidal Activity of Badl!l1s rflw1ngiensis 
Cry2Ab2 Protein. Monsanto Technical ReportMSL- Environmental 

NIA 20229. 469514-14 Monsanto Company OWN Assessment 

Headrick, J.M., 0. Heredia, t.O. Oycdimn, and T.T. 
Vaughn. 2006. Assessment of the Efficacy of 
Lepidopteran-protected ComMON 89034 and MON 
89597 Agait~<;t Major Insect Pests in Unitcrl States, Puerto 
Rico and Argentina During 2003-2004 Seasons. Environmcmat 

NIA Monsanto Technical Report 05-RA-39-05. 469514-15 Monsanto Companv OWN Assessment 

Signature Name and Title Date 
See Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulato_t_yAffairs Manager 
EPA Form 8570 35 (9-97) Etectrontc and Paper versions avattabte. Submit only Paper verston. - Agency Internal Use Copy 

Monsanto Company ll-CR-l92E-IR Page 29 of I 08 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activilies, including time for reading the instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any 
other asp eel of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June 1,20lt EI'A Reg. No./Filc Symbol: 524-575 1 Page 13 of 64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produc1: MON 89034 
Ingredient Badlh1s lhurirrgiensis CrylA.l05 and Cry2Ab2 Proteins and I he Genetic Material (Vector PV-ZMIR245) Necessary for their ProductiDn in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

Guideline Reference Number Guideline SIUdy Nnmc MRID Number Submitter Status Note 

Teixeira, D. 2006. Evalualion of Dietary Effects or 
Lyophilized LeafTissliC from ComMON 89034 in a 
Chronic Exposure Study with Collcmbola (Folsomio Enviromnc1Ual 

885.4340 candida). Monsanto Technical Rc ort MSL-20169. 469514·16 Monsanto Com >any OWN Assessment 

Palmer, S.J. and H.O. Krueger. 2006. Evaluatiou of 
Bxposmc to MON 89034 with the Cladoccran Daphnia 
uwgna: An acute static·rcncwal test with com pollen. Environmental 

885.4340 Monsanto Study WL-2005-011. 469514·17 Monsanto COI!!J!!l~Y. OWN Assessment 

Sindcnnann, A.B., J.R. Porch, and H.O. Krueger. 2006. 
Evaluation of Potential Effects of Exposure to Cry I A.l 05 
Protein in an Acute Study with the Earthwonn in an 
Artificial Soil S11bSirate. Monsanto Technical Report Euvironmcmal 

885.6200 MSL-20t47. 469514-18 Monsanlo Company OWN Assessment 

Richards, K.B. 2006. Evaluation of the Dietary Effccl(s) 
of a Cry I A.l 05 Protein on Honeybee Larvae (A pis Environmental 

885.4380 mellifew L.). Monsanlo Siudv CA-2005-071. 46951419 Mo11Santo Com an OWN Assessment 

Richards, K.B. 2006. Evaluation of the Dietary Effect(~) 
of a Cry I A.l 05 Protein on Adult Honeybees (A pis Environmental 

885.4380 >llelli[era L.). Monsanto Sludy_CA-2005-072 469514-20 Monsanto Company OWN Assessment 

Signature Name and Title Date 

See Page 1 for Signature J. Austitl Bnrns, Ph.D. June 1, 2011 
Regulatory Affairs Mana •cr 

EPA Form 8570-35 (9-97) Eleclromc and Paper versions available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company 11-CR-l92E-IR Page 30 of I 08 
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oEPA 
Fotm Approved OMB No. 2070~0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Papetwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregisttation and special review activities, including lime for reading the ins! ructions and completing the necessary fotms. Send comments regarding the but den estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Ptotection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send !he form to this address. 

DATA MATRIX 
Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-575 I Page 14of64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lltgrcdicnt Baciffus lhurittgiensis Cry!A.I05 and Ciy2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier; MON-89034-3) 

Guideline Rcfcrcnco Number Guideline Study Name MRID Number S11bmittcr Status Note 

Paradise, M.S. 2006. Evaluation ol" Potcutial Dietary 
Effects of Cry! A.l05 Protein 011 I he Ladybird Beetle, 
Coleumegil!a tnacolma (Coleoptera: Coccincllidac). Environmental 

885.4340 Monsanto Technical Report MSL-20 150. 469514·21 Mousmllo Company OWN Asscssmonl 

Paradise, M.S. 2006, Evaluation of Potential Dietary 
Effects ofCry2Ab2 Protein on the Ladybird Beetle, 
Coleomegil!o !ilac>>lata (Coleoptera: Coccincllidac ). Envirottmcntal 

885.4340 Monsanto Technical Report MSL-20151. 469514-22 Monsauto Compauy OWN Assessment 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCry IA.!05 Protein on Minute Pirate Bugs, 
Oritts insidio;·us (Hemiptera: Antltocoridac). Mousanto Envir0111ncntal 

885.4340 Technical Report MSL-20170. 469514-23 Monsanto Compauy OWN Assossmcnt 

Teixeira, D. 2006. Evaluation of Potential Dietary 
Effects ofCry2Ab2 Protein on Minute !'irate Bugs, Or/i,s 
insidio.ws (Hemiptera: Anthocoridac). Mousanto Enviroumctllal 

885.4340 Technical Report MSL-20171. 469514-24 Monsanto Company OWN Assessment 

Sindcnnann, A.B., JR. Porch, and H.O. Krueger. 2006. 
Evaluation ofPotcntial Effects of Exposure to Cry! A.\05 
Protein in an Acute Study with tile Parasitic Wasp, 
khnewnon promissori!ls (Hymenoptera: \chncumouidac ). Euvironmcntal 

885.4340 Monsanto Tcclmical Report MSL-20 149. 469514-25 Mousamo Company OWN Asscssmcut 

Date 
Signature Name and Title J1me 1,2011 

See Page I for Signature J. Austin Bums, Ph.D. 
Regulatory Affairs Mana •cr 

EPA Form 8570-35 (9-97) Electrontc and Paper verstons avatlable. Submtt only Paper. verston. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-1R Page31 of108 
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oEPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response tor reregistration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collecti~~~f information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin on, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June I, 2011 EPA Reg. NoJFilc Symbol: 524-575 I Page l5of64 
Applicanl's/Rcgislranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product MON 89034 

Ingredient Bacillus 1/mringiensis Cry I A. I 05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Ncccssa1y for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-31 

Guideline Reference Number GJ1idclinc Sludy Name MRIDNumbcr S11bmitlcr Slallls Note 

Gallagher, S.P. and J.B. Beavers. 2006. Evaluation of 
l'otcnlial Dietary Effects of MON 89034 wilh lhc 
Northern Bobwhite: an Eight-day Dietary Sll1dy Wilh E11vironmc11lal 

885.4050 Com Grain. Monsanto Technical Rc lort WL-2005-012. 469514-27 Monsanto Company OWN Asscssmcnl 

Muclh, M., T. Ci1rran, J. Warrell, S. Oubclma11, M. 
Glaspie, J. Murphy, S. Levine, J. Hollmcycr, and C. 
Jiang. 2006. Aerobic Soil Dcgradalio11 oflllc Purified 
Cry2Ab2 and Cry lA. lOS Proteins. Monsanto Technical Environmcutal 

885.5200 Report MSL-20174. 469514-28 Monsanto Company OWN Assessment 

Hucsing, J.E., J.J. D11a11, and S.L. LcvillC. 2006. 
E11da11gcrcd Species Risk As~cssmcnl for Corn MON Enviro11mcnlal 

NIA 89034. Monsamo Technical Rc ort MSL0020394. 469514-29 Mon~anlo Co111 an OWN Assessment 

MacRae, T.C., C.R. BroiVII, S.L. Lcvi11c. 2005. 
Evaluation oflhc l'otcnlial for lnlcraclions Between lhc 
Bod/Ius thnrlngieusi.< l'rolcins Cry lA. I 05 a11d Cry2Ab.2. E11virm1menlal 

NIA Mo11sanlo Tcclmical RC';lOrt MSL-19859. 466946-02 Monsa11lo Con1pany OWN Asscssmcnl 

Sindcnnaun, A.B., J.R. Pore! I, and H.O. Krueger. 2006. 
Evaluation ofPolcnlial Effects of Exposure lo Cry2Ab2 
Protein i11 an Acute S111dy with ~1c Parasitic Wasp, 
lchneumun prumissorius (Hymenoptera: lclmcumo11idac). Euvironmcmal 

885.4340 Monsalllo Technical Report MSL-20 148. 469514-26 Mo11sanlo Compa11y OWN Assessment 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June l, 201 t 
Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electromc and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company ll-CR-192E~l.R Page 32 of I OS 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per 
tesponse for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding lhe burden estimate or any 
other aspect of this collection of infotmalion, including suggestions for reducihg the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washing!on. DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June ],2011 EPA Reg. No.IFilc Symbol: 524-575 t Page l6 of64 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 

Ingredient Bacillus thl!l"ingiensis Cry lA. lOS and Cry2Ab2 Proteins and the Genetic Material (VcclorPV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique 
Identifier: MON-89034-3) 

G11idclinc Reference Number GJ1idclinc Study Name MRID Number Submitter Stah1s Note 

Palmer, S.J. and H.O. Krueger. 2000. Insect l'rotcclion 
Protein 2: An Acute Toxicity Study With the Earthworm Enviroumcntal 
in an Artificial Soil Substrate. Monsanto Technical Asscssmcut 

885.4340 Rc ortMSL-16177 450863-13 Mousauto Company OWN 

Maggi, V.L. 2000. Evaluation of dietary cffcct{s) of 
pmificd Bacilfus l/mriltgiensis Cry2Ab2 protein on honey Environmental 

885.4380 bee larvae. Monsanto Technical Rc ort MSL 16961. 453371-02 Monsanto Colli an OWN Assessment 

Teixeira, D. 2000. Assessment of Chronic Toxicity of 
Cotlon Tissue Containing Insect Protection Protein 2 to 
Co!lcmbola {Folsom ia candida), A mended report. E1tviron111C11tal 

885.4340 MonsantoTccllnical Report MSL-16174. 450863-14 Mousanto Company OWN Assessment 

Palmer, S. and H. Krueger. 2000. Insect Protection 
Protein 2: A Dietary Toxicity Stndy with Parasitic 
Hymenoptera (Nasonio vill"ipeunis). Mousanto Tcchuical Environmc>ltal 

885.4340 R~port MSL- 16!73. 450863-10 Monsauto Company OWN Assessment 

Maggi, V.L. 2000. Evalumion of the Dietary Effcct{s) of 
Insect Protection Protciu 2 on Adult Honey Bees (A{lis Euvironmcntal 

885.4380 melli(era L.). Monsanto Tcchuical Report MSL-16176. 450863-08 Monsanto Company OWN Asscssmcut 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June l, 2011 

Regulatory Affairs Manager 

-EPA Form 8570-35 (9 97) Elecllon1c and Paper versions available. Subm1t only Paper vers1on. Agency Internal Use Copy 

Monsanto Company 11-CR-I92E-JR Page 33 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form lo this address. 

DATA MATRIX 

Date: June l, 20 ll EPA Reg. No./f'ilc Symbol: 524-575 1 Page 17of64 
Applieant'~Registralll's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034 
lugredicnt Bacillus rhuri11giensis CrylA.l05 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Uniq11e 
Identiftcr: MON-89034-3) 

Guideline Rcfercucc Number Guideline Study Name MRIDNumber Submiller Status Note 

Head, G. 2006. Insect Resistance Management Plan for 
Sccoud Generation Lcpidoptcrnu-Protccted Com, MON 

N/A 89034. Monsanto Technical Report 06-RA-39-06. 469514-30 Monsanto Company OWN IRM 

Bogdanova, N. and A. Crawford (2007). Public Interest 
DocJtmcnt Supporting Registration of Bacillus 
t/tw·ingicn~·i~· Cry I A.l05 , Cry2Ab2 and Cry3Bb I 
Proteins in Insect-Protected ComMON 89034 aud MON 
89034 x MON 88017 472797 01 Monsanto Co111 an OWN Bendtts 

Bogdauova, N., S. Dubclman, M. Mucth, J. Murphy and 
A. Silvanovich (2007). Rcsf(lnscs to EPA Questions 
Regarding Applicatiou 524-L TL to register Insect-
Protected Com MON 89034 (MRID 46951428) 471403-01 Mousanto Com JUil)' OWN Mbc. 

Bogdanova, N., (2007) Responses 10 EPA Questions 
Regarding Applications 524-L TL a11d 524-L TL to 
Register lnscct-Protcclcd ComMON 89034 and MON 
89034 x MON 88017 (MRID 46951400 and 46951300) 471275-01 Monsanto Cotnpany OWN Misc. 

Bogdanova, N .. , (2007). Supplemental Information to 
Address EPA Questions Regarding Applications 524-L TL 
mJd 524-LTL to Re!,>istcr luscct-Protcctcd ComMON 
89034 and MON 89034 x MON 88017 (MRID 46951400 
and 46951300) 470794-02 Mo1Jsun1o Com any OWN Misc. 

Signa lure Name and Title Dale 

See Page I for Signature J. Austin Burns, Ph.D. lltne 1,2011 

Regulatory Affairs Manager 

-EPA Form 8570 35 (9-97) Eleetromc and Paper versions avatlable. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Comparty 11-CR-192E-1R Page 34 of 108 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, induding suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, QC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June t, 20 ll EPA Reg. No.IJ'ilc Svmbol: 68467-2 1 Pa •c 18 of64 
Applicant's/Rcgistrant's N~mc & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hercu lex® I Insect Protection 
Ingredient B.t. Cry IF protein and the genetic material necessary for production (plasmid insert PHP8999 in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Stahts Note 

Acute oral toxicity in mice: Cry IF Bacillus lhuringiensili 
subsp. aizaJVai delta endotoxin 44691101 68467 PER 

Effectiveness data for Bacillrrs rhuringier1sis var. aizawai 
Cry IF insect control rotcin as ex rcsscd in maize 44691102 68467 PER 

Bac~ground document on resistance mat!!_lgcmcnl 44691103 68467 PER 

Product Characterization Data for Baciftus 1/urrirtgieusi.l· 
var. aizawai Cry IF fnscct Control Protein as expressed in 
Maize 44714801 68467 PER 

Characterization of Gene lnscrts-Bacr/lu.s rhuri11giensis 
var. aizawai Cry IF Insect Control Proteins Expressed in 
Maize 44714802 68467 PER 

Equivalency of Microbial and Maize Expressed Cry IF 
Protein; Characterization ofTcsl Substances for 
Biochemical and Toxicological Studies. 
In Vitro Digestibility of Microbial and Maize Expressed 
Crv IF Protein \/ndcr Simulated Gastric Conditions 44714803 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature 1. Austin Burns, Ph.D. June l, 201 l 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97} Electrontc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 

Monsanto Company ll-CR-l92E-lR Page 35 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instruclions and completing lhe necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of informal ion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Jtmcl,2011 EPA Reg. No./Filc Symbol: 68467-2 I P_agc 19of64 
Applican~s/Rcgistmnis Nan1c & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hereulex® I insect Protection 

l_l}grcdicnt B.t. Gry I F_j!J1)tcin and th~~nclic material ncccss~fo!:...Q!:Oduclion (ulasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRIDNumbcr S11bmittcr Status Note 

Quantitative ELISA A1mlysis of Cry IF Expression levels 
in Maize MPS Inbred Lines 1360, 1365, 1366, and 1369. 
(Interim Report) 44714804 68467 PER 

Comparison of Amino Acid Sequence Similarity of 
c IF and PAT Proteins to KnoJVn Aller >en Protein 4497170 I 68467 PER 

Microbial B.t. Cry IF (tmncatcd) Dclta-Rndotoxin: 
Maizc·tnscct Pest Susccotibilit Stndv 45020101 68467 PER 

Char-dctcrization of inserted gene~ in Cry IF maize line 
1507 45020102 68467 PER 

EftCctivencss Data for Baci!hts thmingiensis var. aizawai 
Cry IF Insect Control Protein as Expressed in Maize 446lJII02 68467 PER 

Characterization of Expressed Cry IF Protein in Maize 
Tissues (Pollen, Grain, Grain-Containing Feed, and 
Purified Moizc-Exprcsscd Cry! F Protein) and Microbial 
Expressed Cry IF Delta Endotoxin by Biological and 
Biochemical Procedures 45020103 68467 PER 

Quantitative ELISA Analysi~ of Cry IF and PAT 
Expression levels in and Compositional Analysis of 
Maize Inbred and Hybrid Lines t362 and 1507 45020104 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. Junel,2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper vers1ons avatlable. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-l R Page 36 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reducllon Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send !he form to this address. 

DATA MATRIX 

Dale: June I, 2011 EPA Reg. No./Filc Symbol: 68467-2 I Pa •c 20 of64 
Applicanl's/Rcgistrnni'S Name & Address: 

Monsanto Comoanv, 800 N. Lindbergh Blvd., St. Louis, MO 631(17 Produc1: Herculex® 1 Insect Protecfion 
lngr<:rlicnt B.t. Cr; IF protein and the }!.enetic mater"1al necessary for prod11Ct"1on plasmid ·msert PHP8999 in maize (OECD Identifier. DAS-01507-1) 

Guideline Reference Number Guideline Sludy Name MRID Number Submiltcr Status Note 

Environmculal Fate of Cry IF Prole in iucorpornlcd i1110 
Soil 45020105 68467 I'ER 

Cry IF Bacillus rhnringiensis var. ai7.awai Delta 
Endo"toxiu: An Acute Toxicity Study lVith the Earthworm 
in an Artieial Soil Substrate 45020106 68467 PER 

Chronic exposure of Falsomia candid <I 10 bacterially 
ex rcsscd CrviF protein 45020107 68467 PER 

B.r. Cry IF della endotoxin: A 48-hour slatic-rcncwal 
acute IOXicity tcsll\l.lth 1hc Cladoccmll (DaphniQ magllo) 
usiug bacterially expressed B./. Cry IF delta cudotoxiu, 
and pollen from maize cxprcssiug B. I. Cry IF della 

OECD 202 cndoloxiu 45020108 68467 PER 

Cry IF B<~cil/us rharingimsis var. aizawai delta cudoloxin: 
885.4340 A dietary sludy wi1h grcc111aecwing larvae 45020109 68467 PER 

Cry IF Bad/IllS rluwiugien.l·is var. a·l7.li1Yai della cudoiOxin: 
885.4340 A dietary s1udy wi1h I he ladybird beetle 45020110 68467 PER 

Siguah1re Name and Title Date 

Sec Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electromc and Paper versions available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-1R Page 37 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Envi10nmental Protection Agency, 
401 M Streel, S.W., Washinaton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June I, 2011 EPA Reg. No./Filc Symbol: 68467-2 \ Pagc21 of64 
Applicanl's/Rcgislrant's NJnm & Address: 
Monsan1o Company,800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 
Ingredient B.t. Crv IF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Ide11tifier: DAS-01507-1) 

Guideline RefC!cncc Number Guideline Study Name MRID Number Submiuer Status Note 

Cry IF Bacillus rhuringiensiJ var. aizawai della endotoxin: 
885.4340 A dietary toxicity study with parasitic hymcno llcra 45020111 68467 PER 

Transgenic com cxp1cssing Baci/1"'· rhilrillgie11s1:5 var .. 
aizawai (B. r.) Cry IF della endotoxin: A dietary loxiciiy 

71-2 study with Norlhem·bobwhilc 45020112 68467 PER 

Field survey ofbcncficial anhropods associated with 
Bacillus thllrin iensis Crvl F maize 45020113 68467 PER 

Effi~acy of £..ryiF cvetllS TC 1360 a11d TC 1507 45020114 68467 PER 

<:;ry IF binding studies 45020115 68467 PER 

Resistance management plan for 1r~nsgcnic maize 
expressing lhc Cry IF insecticidal protein from Bacllh1s 
thuringiwsis var. aizawai 45020116 68467 PER 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, PII.D. June I, 2011 
Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) ElectroniC and Paper verstons avatlable. Submit only Paper verston. Agency Internal Use Copy 

Monsanto Company 11-CR-I92E-IR Page 38 of !08 
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&EPA 
Form Approved OMB No. 2070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Sylllbol: 68467-2 I Pa•c22of64 
Applicant's/Rcgistmnt's Name & Address: 

Monsanto Companv, 800 N. Lindber,gh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 

Ingredient B.t. Cry IF protein and the genetic material necessary for production"(plasntid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

G11idclinc Reference Number Guideline St11dyNamc MRID Number Submitter Status Nolc 

Supplement to MRID 4471480 I: Supplcmcutal data-
Prod11cl charadcrizatio11 data for Bacillus tlwringiensl,· 
vHr. aizawai: Crv IF coulrol rotcin as expressed in maize 45020117 68467 PER 

Supplcmcut to MRID 44691 lO 1: Supplemental data-
Aeutc oral toxicity in mice: Bacilhts rhuringiemis var. 
aizawai Cry IF delta cndotoxiu 45020118 68467 PER 

Phosphinothricin acctyltrnusfcrase (PAT) protein: In vitro 
digestibility study 45041501 68467 PER 

Nou-targct cxpoS11re aud risk assessment for 
environmental dispersal of Cry IF maize pollen 45041502 68467 PER 

Evaluation of the dietary cffccl(s) on ho11eybcc 
dcvc"lop1ncnt usiug bacterially expressed B.r. Cry IF della 
endotoxin aud pollen from maize cxprcssiug B./. Cry IF 
delta c11dotoxin 45041503 68467 PER 

Waiver request: Fish toxicity test with transgenic maize 
(corn) containing Bacil!tiS rlmringiensis var. aiaqoi (B.r.) 

I Cry IF della endotoxin 45044201 68467 PER 

Signature Name and Title Dale 

See Page I for Signature J. Austin Burns, Ph.D. June I, 2011 

Re •ulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) ElectroniC and Paper vetstons avatlable. Submit only Paper verston. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-IR Page 39 of 108 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton DC 20460. Do not send the form to this address_ 

DATA MATRIX 

Dale: June I, 20 I I EPA Rc •. No./l'ilc Symbol: 68467-2 ~ Pa•c23of64 
Applicanl's/Rcgislrnnt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hercu1ex® I Insect Protection 
Ingredient B.t. Cry IF protein and the genetic material necessaty for production (plasmid insett PHP8999) in maize (OECD Identifier: DAS-01507-1 

Guideline Reference Number Guideline Study Name MRID Nmnbcr Submillcr Status Note 

High dose demonstration of Cry IF events TCI360 aud 
TCI507: European com borer 45131101 68467 PER 

Toxicity oflhc Cry IF protein to uconale larvae of the 
monarch'buueflv (Danaus p/exipplls (Linncmts)) 45131102 68467 PER 

Poblic iutcrcsl document for Crv I F-rnolcctcd com 45131103 68467 t'ER 

Thermolabilil of CrY IF (truncated) della cndoloxiu 45274801 68467 PER 

Compositioual analvsis of maize MPS hvbrid liue 1507 45274802 68467 PER 

Cry IF latcml flow tcsl kit procedure for aualyzing Cry IF 
com grain 45279301 68467 I'ER 

Method validation report for the delermiumion of Cry IF 
delta endotoxin protein in grain by Enzyme-Linked 
lmmunosorbcul Assay 45279302 68467 PER 

Signature Name and Title Date 

Sec Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Mana)!;er 

- -EPA Form 8570 35 (9 97) Electromc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 

Monsanto Company Page 40 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washi!!_g_ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informaUon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review ac!ivities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collec!ion of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmental Protection 
A~encv.-401 M Street, S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June t, 20 II EPA Reg. No./Filc Symbol: 68467-2 ll'agc 24 of 64 
Applicant's/Rcgistmnl's Name & Address: 

Monsanto Comp~!!Y,. 800 N. Lindbergh Blvd., St. Louis,M063167 Product: Herculex® I Insect Protection 
!11 rcdicnl B.t. Cry IF protein and t!tc genetic material necessary for production ·{plasmid insert PHP8999) in maize OECD Identifier. DAS-0!507-!) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Submiucr Status Note 

Snpplcmonl to MRID 45131 102: Supplemental data -
High dose dcmJHS!rnlion of Cry IF events TC!360 and 
TC 1507: European corn borer 4530770! 68467 PER 
Waiver request Fish toxicity lest to asscJs the potential 
effects of maize containing Bacillus rlmringieusis var. 
aizawai (Bl) Cry IF insecticidal protein (ICP) in native 
!lsh 45307702 68467 JIER 

Sl!pplcmcnl to MRID 45020109: Cry IF Bacillus 
rhuringien.,·is var. aizawai delta endotoxin: A dietary 
toxicity study with green lacewing larvae 45307801 68467 PER 

Slipplcmcnl to MRID 45020!!0: Cry! F Bacillus 
rlull"ingiensis vur. aizawai della endotoxin: A dietary 
toxic\!y_studL_wilh •rccn ta_!lybird beetle 45307802 68467 PER 

Slipplcmcnl to MRID 45020 Ill: Cry IF Bacillu.,· 
rhuringiensis var. aizawai delta endotoxin: A dietary 
toxicity study with parasitic hymcnoplcra 45307803 68467 PER 

Supplement to MRID 45020 I 06: Cry! F Bacilltrs 
rlnm"ngiensis var. aizawui della endotoxin: An acute 
toxicity S!Hdy with lite earthworm in an artificial so it 
subslmtc 45307804 68467 PER 

Signature Name and Tille Date 

Sec Page I for Signature J. Austin Burns, Ph.D. JuneJ,2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) ElectroniC and Paper vers1ons available. Subm1t only Paper vers1on. Agency Internal Use Copy 

Monsanto Company Page 41 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection 
Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June t, 201 1 EPA Reg. No./Fite Symbol: 68467-2 I Pa e25of64 
Appticant's/Rcgislrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prod net: Herculex® I insect Protection 
Ingredient B.t. Cry 1 F protein and the genetic material necessary for production (pla~mid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Nnmc MRID Number Snbmiuer Status Note 

Supplement to MRID 45041503: Evaluation of the dietary 
cffcct(s) on honeybee development using baclcrially 
ex pre~ sed B.t. Cry IF della endotoxin and pollen from 
maize expressing. B.r. Cry IF della endotoxin 45307805 68467 PER 

Exposure and risk assessment of Hcreulcx I Bt field com 
I oollento Kamer blue buUerfiY 45512901 68467 PER 

Nulritional cquiv;~lency of B.r. Cry IF maize- ponllry 
feeding study 45622001 68467 PER 

Field survey ofbcncficial arthropods associated with 
Baci//r>I lhl/J"i •ien;·b· Cr IF maize 45648001 68467 PER 

Field surveys ofnon-largct inverlebratc populations in 
B.l.eom 45652001 80778 PER 

Development and characterization of Enzyme-Linked 
lmmunosorbcm Assay (ELISA) for dcteclion of Cry IF 

_protein 45685601 68467 PER 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June 1, 2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper vers1ons available. Submll only Paper vers1on. A gency I ntem ,, u seCo PY 

Monsanto Company ll-CR-192£-IR Page 42 of 108 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden esUmate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency, 
401 M Street, S.W., WashirJglon, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June t, 2011 EPA Reg. No./Filc Symbol: 68467-2 ! l'a•c26of64 
Applicnnt's/Rcgistmnt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Proteclion 

Ingredient B.t. Cry IF protein and I he genetic material necessary for Q!Oduction .(Qiasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Gnidcli11c StudY Name MRtD Number Submillcr Sta!Jts Note 

l11dcpcndcnt labomlory validation of method GRM 02.J3, 
dctcnninmion of Cry IF delta endotoxin protein i11 com 

rain bv a11 ofEuzvmc-Linkcd lmmunosorbcm Assay 45685602 68467 PER 

Supplement to MRID 45131102: Toxicity of the Cry IF 
protein to neonate larvae of lite monarch butterfly 
(Dani:ws JlexipplM (LinncaU..:)J 45759701 68467 PER 

Stewardship ofHcrculcx I Insect Protection with respect 
to the secondary lepidopteran pest, wcstcn1 bean cutworut 
(Riehl a a/bicosla Smith) 4589650 I 68467 I'ER 

Lack of cross reactivity between Cry IF protci11 i11 
Hcreulcx I mai~.e and the dust mite Ocr p7 protein with 
human sera positiVe for Ocr 7-1 E 46444001 68467 PER 

Monitoring the susceptibility of European cor11 borer to 
Cry lAb and Cry IF Bt proteins: Results from the 2004 
collections and diapausin larvae collected in 2003 46583101 80778 PER 
Stewardship of even I TC 1507 ma)zc with respect In I he 
secondary lepidopteran pests lesser com stalk borer 
(£/asmopa!pns lignosel/us Zeller), SOJtthcm com stalk 
borer (Dia/raea crambidiudes Grote), and sugarea11c borer 
(Biarraea sacc/wrali.,· Fabrici~ 46600201 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Stuns, Ph.D. June 1,2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electrontc and Paper verstons avatlable. Submtt only Paper verston. A enc g y Inter al Use Co PY 

Monsanto Company 11-CR-192E-1R Page 43 of 108 



51

&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin>Jton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dulc: Jtme t, 20! I 61' A Reg. No.!Fil~ Symbol: 68467-2 I !>age 27 of64 

Aplllicam's!Rcgistrant's Numc & Address: 

Monsanto Compan , 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® 1/nsect Protection 
Ingredient B. I. Cry t F protein and tlte genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier: DAS-0 1507- t) 

Guideline Reference Number Guideline Stu_Q;t_Namc MRIDNnmbcr Submiucr Stan1s Note 

Slide prescnlat;on summarizing Europ~an corn borer and 
Crvl F resistance monitoring uPdate 46695801 68467 PER 

Insect resistance management compliance Jssumncc 
...£!:_(lg_mm r~rl for com borer- rotcctcd Bl com 46747801 80778 PER 

Field surveys of non-target invertebrate populations in Bt 
com: Supplement to MRJO No. 45652001 4678460 I 80778 t'ER 

Monitori-ng the susccplibitily of com tcpidoptcrun pests to 
Cry tAb and Cry IF proteins: 2005 monitoring results 4687490 I 80778 PER 

Research rcsulls on 2004 European coru borer collections 
from Hamilton Counly,lowa: Cry IF 47011201 68467 PER 
lnsccl resistance management compliance assurance 
program report for com borer-prolcclcd Bl com, com 
roolwonn-protcclcd Bl com, and com borer/com 
root worm _E__.:_otcctcd slacked Bl com 47044401 80778 PER 

Signature Name and Title Date 

See Page l for Signature 1. Austin Bums, Ph.D. June I, 2011 

Regutatoty Affairs Manager 
. . EPA Form 8570 35 (9 97) Eleclrontc and Paper verstons avatlable. Submtt only Paper verston. • I Ag ncy nte mat Co Use PY 

Monsanto Company 11-CR-192E-IR Page44of108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden f01 this collection of information is es!imated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for re1egistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
olher aspect of this collection of inf01mation, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division {2137), U.S. Environmental Protection 
Agency, 401 M Street, S.W .. Washington, DC 20460. Do not send the form to I his address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No./Filc Symbol: 68467-2 I Page 28 of64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Companv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I insect Protection 

lngrcdicn! B.t. Cry 1 F protein and the genetic material necessmy for production {plasmid insert PHP8999) in maize (OECD Identifier: DAS-01507-1) 

Guideline Rcfcrcucc Number Guidcliuc Stu~yNamc MRID Number Submitter Status Note 

Mouitoriug the susceptibility of com lepidopteran pests to 
Cry!Ab aml (;ry! F proteins: 2006 monitori_l]g_rcsults 471 !8401 80778 PER 

Soil accmnulation of Cry! f after three years of cropping 
with Hcrculcx I com 47120701 68467 PER 

TCI507 maize aud fall armyworm in Puerto Rico 4717600! 68467 PER 

Proposed revisions to IRM-rclatcd registration 
requirements for Cry! plant-iucorporatcd protcctant> i11 
field com 47407001 80778 PER 

Mouitoring the susceptibility of com lepidopteran pests to 
Cry! Ab aml Cry! F pi-otcins: 2007 monitoring rcsulls 4741390! 80778 PER 

Proposed rcvisious to fRM-rclatcU registration 
rcquircmc11ts for Cry I plaut-incorporatcd protcctants in 
field corn 47543901 !10778 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 
Re •ulatory Affairs Manager 

. . EPA Form 8570 35 (9 97) Electrontc and Paper verstons avatlable. Submit only Paper verston . Agency Internal Use Copy 

Monsanto Company Il-CR-192E-IR Page 45 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W, 

Washington, D.C. 20460 
Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration acti.,.ilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this colleclio~ of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion 
Aoencv,-401 M Slreet, S.W., Washindlon, DC 20460. Do not send the form to this address_ 

DATA MATRIX 

Date: June I, 2011 EPA Rc •. No./Filc Symbol: 68467~2 I Page 29 of64 

Applicaut'sJRcgistnmt's Name & Address: 

Monsauto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® !Insect Protection 
lng_r:cdicnt B.t. Cry IF e!:Otcin and th~_genetic material necessary for [J!Oduc!lon (plasmid insct1 PHP8999) in l!laize (OECD Identifier: DAS-01507-1) 

Guideline Reference Number Guideline Study Name MRID Number Submillcr Status Note 

Monitoring the susceptibility of com lepidopteran pests to 
CryJ Ab and Cry_!_~_protcins: 2008 monitori_!!grcsults 47841801 80778 PER 

Mouitoring the susceptibility of com lcpidoptcmu pests to 
Cry I Ab and Cry IF proteins: 2009 monitoring results 47971001 80778 PER 

Production Report aud Certificate of Analvsis of 
Truncated Cry IF (TSN I 04550) 48193001 68467 PER 

2010 Insect Resistance Managcmcut Co1npliaucc 
Assurance Program for Com Borer Protected Bt Cont, 
Corn Rootworm Protected Bt Com, and Com Borer/Com 
Rootworm-Protcctcd Stacked Bt Com 48375001 80778 PER 

Enl1anccd Insect Resistance Mauagcmcnt Compliance 
Assurance Program for Com Borer Protected Bt Corn, 
Com Rootworm Protected Bt Com, aud Com Borer/Com 
Rootworm-Protcctcd Stacked Bt Com 48375101 80778 PER 

Signatme Name and Title Date 

See Page I for Signature 1. Austin Bums, Pit. D. Junel,20ll 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electromc and Paper vers1ons a..,a1lable. Subm~t only Paper vers1on. Agency Internal Use Copy 

Monsan1o Company IJ-CR-l92E-IR Page 46 of I 08 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washin~ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Dale: June l, 20 ll EPA Reg. No./Filc Symbol: 524-551 1 Page 30 of 64 

Applicant's/Rcgislraut's Name & Address: Product MON 88017 
Monsanto CO~lJ1ly, 800 N. Lindbergh Blvd., St. Louis,M063167 

Ingredient B.!. Cry3Bb I prote'm and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Uni ue [dentifier: MON-88017-3) 

Guideline Rcfcrcllce Number G11idclinc Study Name MRID Number Submitter Status Nolo 

Coudili()l~~ ol" Rcgi~lmliou ft>r MON H~lll7 (E!'A Reg. 
No.5?.4-551 )lllld MON g9Q}4 ·'- IVION gg(ll7 WI' A Reg. 
Nv.524-571i), illld Res11011~C lo.liPA's Request l\.1r 
Addiliouallnl(mnnliuu 011 Mom;:ullo\ Resi~l~11ec COlli Terms& 
Rtlollvonn (CR W) Moniloriug PHI •nun. 484368-0 I Monsa111oCompauy OWN Coudilions 

Condilions of Registration for MON 88017 (EPA Reg. 
No. 524-551) and Conditions of Rcgistralion for Terms & 
MON 89034 x·MON 88017 (EPA Reg. No. 524-576). 484368-01 Monsauto Company OWN Conditi011s 

l:inllanccd lnsccl Resistance Management Compliance 
Assurance Program for Com Borer Protected Bl Com, 
Com Rootwoml-Protcclcd Bl Com, and Com Borer I Terms& 
Com Rootworrn Protected Slacked Bt Coni. 483751-01 ABSTC t'ER Conditions 

Annual Sales Report for MON 810, MON 863, MON 863 
x MON 810, MON 88017, MON 88017 x MON 810, 
MON 89034, MON 88017 x MON 89034, and 
MON 88017 x MON 89034 x TCI507 x DAS-59122-7 
(EPA Reg. Nos. 524-489, 524-528, 524-545, 524-551, Terms& 
524-552, 524-575, 524-576, and 524-581). 483678-01 Monsaulo Compauy OWN Coudilions 

2009 Scaso11 Mouitoring for the susceptibility ofNc01wlc 
Western Com Rootwonn Larvae 10 lhe Badl/w: Terms& 
thm·inxiensis Cry3Bbl Protein. N/A Monsmuo Com an OWN Conditions 

2009 Season Monitoring for the Susceptibility of Neonate 
Wcstcn1 Com Rootworrn U.rvae lo lhc Bacilh1~· Terms & 
r/wn'ngiensis Cry38b I Protein. 482080-01 Mousanlo Company OWN Conditions 

Signature Name and Title Date 

See Page I for Signature J. AliStin Burns, Ph.D. June 1,2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Eleclromc and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company li-CR-192E-IR Page 4 7 of 108 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Papmwork Reduction Act Notice: The public reporting burden1or this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any 
o!her aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinalon, DC 20460. Do not send the form to \his address. 

DATA MATRIX 
Date: June I, 20 ll EPA Reg. No./Filc Symbol: 524-551 1 Pagdl of64 

Applicant's/Rcgistrmll's Name & Address: Product: MON 88017 
Monsanto Companv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B. I. Cry3Bbl protein mtd the genetic material (vector ZMIR39) llecessary for its production in event MON 88017 com (OECD Uni uc ldentlfier: MON-88017-3) 

Gllidclinc Reference Number Guideline Slmly Name MRJD Number Submitter Status Note 

2009 Insect RcsistmJce Managcn1clll Com1rliancc 
Assurance Program Report for Com Borer-Protected Bt 
Com (EPA Reg. Nos. 524-489, 68467-2, 67979-1, and 
29964-3), Com Rootworm-Protcctcd Bt Com (EPA Reg. 
Nos. 524-528, 524-55 I, 68467-5, 67979-5, and 29964-4), 
and Com Borer/Col'll RootwomJ-!>rotcctcd Stacked Bt 
Corn (ErA Reg. Nos. 524-545,524-552,524-576,-68467- Tcrn1s & 
6, 67979-8, and 29964:5). 479710-01 ABSTC PER Conditions 

Aunual Sales report for MON 810 (EPA Rcg.No. 524-
489), MON 863 (EPA Reg. No. 524-528), MON 863 x 
MON 810 (EPA Reg. No. 524-545),MON 88017 (EPA 
Reg. No. 524-551), MON 89034 {EPA Reg. No. 524-575) Terms & 
and MON 89034 x MON 88 !07 (EPA Reg. No. 524-576)·. 479614-01 Monsanto Con1pany OWN Conditions 

2008 Seasou Monitoring for the Susceptibility ofNconatc 
Western Com Rootworm Larvae to the Bacillus Terms & 
r!»~rinRiensis Cry3Bb 1 Protein. 478846-01 Monsauto Company OWN Conditions 

2008 Insect Resistance Management Compliance 
Assurance !>rogran1 Report for Com Borer-Protected Bt 
Com (EPA Reg. Nos. 524-489, 68467-2, 67979-1, and 
29964-3), Com Rootworm-l'rotcctcd Bt Com (EPA Reg. 
Nos. 524-528, 524-551, 68467-5, 67979-5, aud 29964-4), 
and Com BorcrfCorn rootwonn-Protcctcd Stacked Bt 
Com (EPA Reg. Nos. 524-545, 524-552,68467-6,67979- Terms & 
8, and 29964-5). 476633-01 ABSTC PER Conditions 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, PlLD. June I, 2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electromc and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ol information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any 
other aspect of this collecli~~1of infOrmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Juue I, 20!1 EPA Reg. No./Filc Symbol: 524-551 I Page 32 of 64 

Applicam's!Rcgistranl's Name & Address: Product: MON 88017 
Monsanto Comnanv, 800 N. LindberPh Blvd., S1. Louis, MO 63167 

Ingredient B. f. WBbl--;;otein and the genetic material (vector ZMIRJ9) necessaty for its production in event MON 880!7 corn (OECD Uui ue Identifier: MON-880t7-3) 

Gui,tclinc Rcfcrcucc Nmnbcr Guideline Sludv Name . 
MRlD Number Submillcr Status Note 

Anm1al Sales Report for YicldGard Com Borer Coni 
(EPA Reg. No. 524-489), YicldGard Rootwonn Com 
(EPA Reg. No. 524-528), YicldGard Plus Com (EPA 
Reg. No. 524-545), MON 88017 (EPA Reg. No. 524-
551), and MON 88017 x MON 810 (EPA Reg. No. 524- Terms & 
552). 476631-0l MousamoComnany OWN Conditions 

2006 Insect Resistance Management Compliance 
Assurnucc Program for Corn Borer-Protected Bl Com, 
Com Rootworm-l'rolcctcd Bt Corn aud Corn Borer/Com Tcnns& 
Roolworm-Protcclcd Slacked Bt Corn. (ABSTC Rcnorl). 470444-0l ABSTC PER Conditious 

Submission of Annml Sales Report for YicldGard" Com 
Borer coni (EPA Reg. No. 524-489), YicldGard"' 
Rootworm com (EPA Reg. No. 524-528), YicldGard"" 
Plus coni {EPA Reg. No. 524-545), MON 88017 (EPA 
Reg. No. 524-5~~;aud MON 88017 x MON 810 {EPA Terms & 
Rc '·No. 524-552, (2007). 470431 01 Mousanto Comnanv OWN Conditions 

Sus~cptibility of Neonate Rootwonn Larvae to the 
Cry3Bbltoxin from Bacillus rhuringieusis: 2005 Data Tcnns & 
Summarv. 469491-0l Mousanto Companv OWN Coudilions 

Signature Name and Title Date 
See Page I for Signature J. Austia Burns, Ph.D. June I, 2011 

Rerrulatorv Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Pape!Wotk Reduction Act Notice; The public reporting burden for this collection of information is estimated to aYe rage 0.25 hours per response for registration acliYities and 0.25 hours per 
response for reregistration and special review actiYilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of in/ormation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washi_Qglon, DC 20460. Do not send the form to lhis address. 

DATA MATRIX 
Dale: June I, 20 II EPA Reg. No.!Filc Symbol: 524-551 ] Page 33 of64 

Applicanl's/Rcgistrmlt's Name & Address: Producl: MON 88017 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 

Ingredient B.t. Cry3Bb1 protein and the genetic material vector ZMIR39) necessary for its production in event MON 88017 com (OECD Uni ue Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Sub miller Slalus Note 

Sidlm, R. S. (2004). Human Hcallh and Environmental 
Assessment of the Plant-tncorporutcd l'rotcclanl Bacil/u;r 
thuringiensis Cry3Bb I Prmcin Produced in MON 88017. l'rodncl 

885.1100 MSL-18835 461817-01 Monsanto Company OWN Clmractcrizution 

Bcaslcy,_K. A., H.M. Anderson., P.B. Wimberley, D.W. 
Miuank., and R.P. Lirette. (2002). Molecular analysis of 
YicldGard'"Roolworm/Roundup Rcady"'Com Event MON Product 

885.1100 88017. MSL-17609 461817-02 Mon&·Jnlo Company OWN Characlcrizmion 

Bhakla, N. S., A. J. Hartmann, and J. C. Jennings (2003). 
Cry3Bbl and CP4 EPSPS frolciu Levels in Corn Tissues 
Collcclcd from MON 88017 Corn Produced in U.S. Field Product 

885.1100 Trials Conducted in 2002. MSL-18823 461817-03 Monsanto Company OWN Characterization 

Duan, J. J., M. S. Paradise and C. Jiang (2003). 
Evaluation of Functional Equivalence of Two Cry3Bbl 
Protein Variants Against Susceptible Coleopteran species. Product 

885.1 100 MSL-18799 461817-04 Monsanlo Compan OWN Characlcrizalion 

t·lilcman, R. E. and J. D. Aslwood (2001 ). Additionnl 
Charactcrizalion of the Cry3Bbl Prmcin Produced in Product 

885.1100 MON 863. MSL-17137 454240-10 Monsanlo Comoan OWN Characterization 

Signature Name and Title Date 

See Page 1 for Signature J. AliStin Burns, Ph.D. June 1,2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronic and Paper vers1ons available. Subm1t orly Paper vers1on. Agency lntemal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 025 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: June l, 20 ll EPA Reg. No./Filc Symbol: 524-551 [ Page 34 of 64 

Applicant's/Rcgistrant's Name & Address: 

Monsanlo Cofllpa~ 800 N. Lindbe!@ Blvd., St Louis, MO 63167 Product: MON 88017 

!n •rcdicnt B.t. Crv3Bb! protein and the genetic material (vector ZMIR39) ttecessary for its prcx:luctiott itt event MON 88017 com (OECD Uni ue Identifier: MON-88017-3) 

Guideline Reference Number Guideline Srudy Name MR!D Nnmbcr Submitter Status Note 

Hileman, R. E., G. Hollcschak, L.A. Turner, R. S. 
Tiwma, C. R. Brown andJ. D. Astwood (2001). 
Charac!crization and Equivalence of the Cry3Bbl Protein 
Produced by E. coli Fermentation and MON 863. MSL- Prodltct 

885.1100 17274 455382-0! Monsanto Company OWN Characterization 

Brown, M. (2003). TrairChekT"' Cry3Bb Lateral Flow 
Test Strip and.SeedChck™ Cry3Bb EL!SA Performance 
Verification for Corn Seed, Leaf, and Composite Testing. 
MSL-1958 !, in unpub!isltcd stndy conducted by Product 

860.!340 Strategies Diagnostics, Inc. 463942-01 Monsanto Compauy OWN Cl1aractcrization 

Dudin, Y. A., B-P. Tounu, L. D. Albee and R. P. Lirette 
(200 !). Amended Report for MSL-16559: B.r. 
Cry3Bbl.ll 098 and NPTII Protein Levels in Sample 
Tissue Collected from MON 863 GroJVn in 1999 rield Product 

885.1100 Trials. MSL-17!81 454240-01 Monsanto Com Janv OWN Characterization 

Supplemental Information for "Evaluation of Functional 
Equivalence of Two Cry3Bb! Protein Variants Against Prod11ct 

885.! !00 Susceptible Colcoptcrnn Species" (MR!D No. 461817-04) 465783-03 Monsanto Co_n1pany OWN Charactcrizatiou 

Thoma, R. S., G. Ho!lcschak, R. E. Hileman and J.D. 
Astwood (200 I). Primary Stnlctura! Protein 
Charactcriza!ion of MON 863 Cry3Bb 1.1 !098 Protein 
Using N-tcrminal Sequencing and MALO! Time of Flight l'rodliCt 

885.! 100 Mass Sp_s.ctromctric Tcelmi ues. MSL-17 !54 454240-!! Monsanto Compan OWN C!1aractcrization 

Signature Name and Title Date 

See Page I for Signature J. i\ustitt Bums, Ph.D. June I, 2011 
Regulatory Affairs Manag~r 

EPA Form 8570-35 (9-97) Electromc and Paper vers10ns ava1lable. Subm1t only Paper vers1on. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinuton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection ol inlormation is estirnaled to average 0.25 hours per response for regislration aclivities and 0.25 hours per 
response for reregislration and special review aclivilies, including time for reading I he inslruclions and cornpleling lhe necessary forms. Send cornrnenls regarding the burden eslirnate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnforrnalion Managernenl Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington DC 20460. Do not send lhe form to lhis address. 

DATA MATRIX 

Date: Jtmc I, 20 II EPA Reg. No./Filc Symbol: 524-551 \ Page 35 of 64 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Cof!!.pan , 800 N. Lindbere:llB1vd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bbl protein and the genetic mal erial {vector ZMJR39) necessary for ils production in evclll MON 88017 corll (OECD Unique Identifier: MON-88017-3) 

Guideline RcJCrcncc Number Guidcliuc Study Narnc MRID Number S1tbmittcr Status Note 

Submission of Supplemental Data (May 21. 200 I) in 
Support of the Application for Registration· of MON 863: 
Corn Rootworm Protected Com (Vector ZMIR 13L); EPA Product 

885.1100 File Symbol 524-LEI. NIA Monsauto Comoauv OWN Characterization 

Dudin, Y., B-P. Tonnu and R. P. Lirette (2001). 
Cry3Bbl, Cry lAb and NPTII Protein Levels in the Q1ml-
trait Maiz"c Hybrid MON 863 x MON 810 Prod\Jccd i11 
Argentinian Field Trials Conducted During the 1999-2000 Product 

885.1100 Growing Season. MSL 17266 457917-02 Monsamo Co•~Y ... OWN Characterization 

Hollcschak, G., T. C. Lee, R. E. Hileman, P. D. Pyla, and 
J. D. Astwood (200 1 ). Amended Report for MSL-15835: 
Assessment of the Equivalence of B.r. Protein 11098, B.r. 
Protein 11231 and NPTIJ Protein Expressed in Com 
Events MON 853 and MON 860 to Microbial Sources. Prodltct 

885.1100 MSL-17222 454240-04 Monsatlto Company OWN Clmmctcr'tzation 

Supplcm·cntal lnfom1ation for "Cry3Bb I and CP4 EPSPS 
Protein Levels in Corn Tissues Collected from MON 
8801?, ~om Produced in U.S. Fidd Trials Condliclcd in Product 

885.1100 2002" MRIDNo.461817-03) 465783-02 Monsanto Company OWN Characterization 

Hollcschak, G., R. E. Hileman, and J.D. Astwood (2001). 
Amended Report for MSL-16596: Assessment of the 
Physicochemical Equivalence of Cry3Bbl.l 1098 and 
NPTJI Proteins in Com Event MON 863 to Microbial Product 

885.1100 Sources. MSL-17220 454240-05 Monsanto Con1pany OWN Characterization 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June 1, 2011 

Re_gulalorv Affairs Manager 

-EPA Forrn 8570 35 (9-97) Eleclromc and Paper verstons avatlable. Subrntt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activiUes and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collecti~~hof information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), US Environmental Proteclion Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June!, 201! EPA Reg. No./File Symbol: 524-551 T Page 36 of 64 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Comnanv, 800 N. L"tndber11h Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. C~Bbl--;;otein and the genetic material (vector ZMIR39) necess;;=;for its oroduetion in event MON 88017 com (OECD Uni ue Identifier: MON-88017-3) 

Guideli~c Reference Number Guideline Stud Name MRID Number S11bnJillcr Stah1s Note 

S11pplcmcntallnforuJalio~ for"Molccular Analysis of 
YicldGard"" Rootworm/Ro1mdnp Ready'" Com Evc~l Product 

885.1100 MON 88017" {MRID No. 461817-02) 4657~3-01 Monsanto Comnanv OWN Characterization 

D. Kolwyck, B-P. ToMu, Y. A. Dudin, T. l'locsscrand 
K. Gllstafson (2001 ). Validated Method for Extmctio~ 
and Direct ELISA Analysis of Cry3Bbl in Com Grain. Product 

860.1340 Mo~sanlo Ret: No. 99-640E-I. 453731-01 Monsanto Comnanv OWN Cl1uractcrizatio~ 

Aslwood, J . .D., R. E. Hilelllan, M. J. McKee, T. J. Rydel, 
J. W. Scale a~d L. Englisl1 (2001). Safety Assessment of 
Cry3Bb I Varia~ts in Com Rootworm ProlcclCd Com. Human Health 

NIA MSL-17225 454240·09 MonsanlO Comnany OWN Assessment 

Hileman, R. E., J. N. Leach a~d J.D. Astwood (2001). 
Asscssme~t of the in virm Digestibility of 
Cry3Bbl.l 1098{Q349R) Protein i~ Simulated l~lcstinal Human Health 

885.1100 Fluid. MSL-17530 455770-02 Mo~saulO Comnany OWN Assess me~! 

Hollcshak, G., R. E. Hi lema~ and J. D. Aslwood (200 I). 
Amended Report for MSL-16597: lmmunodctcetability of 
Cry3Bbl.ll 098 and Cry3Bb 1.11231 Protei us i11 the Grain 
oflusecl Protcetcd Com Evc~ts MON 863 and MON 853 Human Heahh 

885.1100 Aficr Heal Treatment. MSL 17223 454240-07 Monsanto Com\)any OWN Asscssmcul 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Burns, Ph.D. June 1,2011 

Re_gulatorv Affairs Mana_ger 

EPA Form 8570-35 (9-97) Electro me and Paper verstons ava1lable. Subm1t only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated lo average 0.25 hours per response for registration ac!ivilies and 0.25 hours per 
response for reregislralion and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding !he burden estimate or any 
other aspect of this coUection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washi_(lgton, DC 20460. Do not send !he form !o !his address. 

DATA MATRIX 

Dale: June 1,2011 EPA Reg. No./Filc Symbol: 524-551 lPagc37of64 
App!icant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.t. C_!y3Bb~tein and the genetic mal erial (vector ZMIR39) necessary for its production in even! MON 88017 com (OECD Uni uc ldentiftcr: MON-88017-3) 

G11ideline Reference Number GJtidclinc Study Name MRIDNumbcr S1tbmittcr Status Note 

Bechtel, C. L. ( !999). Ac11tc Oral Toxicity of B.r. Human Health 
885.3050 Protein ! !23! in Mice. MSL- !6216. 449043-05 Monsanto Com any OWN Assessment 

Hileman, R. E., E. A. Rice, R. E. Goodman and J. 0. 
Astwood (200.1 ). Bioinformatics Evaluation oft he 
CryJBbl Protein Produced in MON 863 Utilizing 
Allergen, Toxi11 and Public Domain Protein Databases. Human Health 

885.! !00 MSL-17!40 454240-08 Monsanto Company OWN Assessment 

Bonnette, K. L. and P. D. Pyla (200!). An Acute Oral 
Toxicity Study in Mice with E. coli Produced 
Cry3Bbl.l 1098(Q349R) Protein, Amended Fma! Report. Human Health 

885.3050 MSL-17382 455382-02 Monsanto Com any OWN Asscssmctlt 

Leach, J. N., R. E. Hileman and J.D. Astwood (200!). 
Assessment of the in vio·o Digestibility ofCry3Bb! 
Protein Purified from MDN 863 and CryJBbl Protein Human Health 

885.! !00 Purified from E. coli. MSL-17292 455382-03 Monsanto Company OWN Assessment 

Bechtel, C. L. (! 999). Acute Oral toxicity of B.r. Protein Human Health 
885.3050 ! !098 in Mice. MSL-!62!5 449043-06 Monsamo Company OWN Assessment 

Signature Name and Tille Date 

See Page 1 for Signature J. Austin Bttms, Ph.D. June 1, 2011 

Regulatory Affairs Mana •er 

-EPA Form 8570-35 (9 97) Electronic and Paper verstons available. Submtl only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of lhis collection of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency, 
401 M Street, S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dutc: June l, 2011 EPA Reg. No./Filc Syntbol: 524-551 I Page 38 of64 
Applicunt's/Rcgistrant's Name & Address: 

Monsanto Company,, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

lngrcdiclll B.t. Crv3Bbl protein and the _genetic material (vector ZMJR39) necessary for its oroduction in event MON 880 17 corn (OECD Unique Identifier: MON-88017-3) 

Guidcliuc Reference Number Guideline Study Name MRlD Number S11bntitlcr Status Note 

Hilcmau,R. E. andJ. D. Astwood (1999). Bioiufomtatics 
Analysis of B.l. Protein 11098 nud B.r. Protein 11231 
Sequences Ulilizing Toxin and P1tblic Do111nin Genetic H1m1an Health 

885.1100 Databases. MSL-15870 449043-08 Monsanto Contpuny OWN Assessment 

Hilctrnm, R. E. and J. D. Astwood ( 1999). Bioinformatics 
Analysis of B.l. Protein 11098 andB.r. Protein 11231 Hunmn Health 

885.1100 SCQJICnccs Utilizin~an Allcr~;en Database. MSL-15873 449043-09 Monsanto Con1pany OWN Assessment 

L<lach, J. N., R. E. Hileman, J. W. Martin, R. S. Thoma, 
and !. D. Astwood (2001 ). Amended Report for MSL· 
15704: Assessment of the In Virro Oigcstibility of B.r. 
protein 11098 and B.!. 11231 Utilizing Mammalian Human Health 

885.1100 Digestive Fate Models. MSL-17166 454240-06 Mousamo Compauy OWN Assessment 

McKee, M. J. (2001). Bluegill Dietary Toxicity Study l"o1 
the Bacilli IS rlmringiensi,· Cry3Bb 1 Protein Variant: A Environmental 

885.4200 Waiver Request. MSL-17383 455382-00 Mousnmo Company OWN Assessment 

Drouar, K. R. and H. 0. Krueger (1999). Bacillus 
1/wriagiemis Protciu 11098 in Com Pollen: 48-Hour 

885.4240 Static Rcucwul AcJttc Toxicily Test with the Clndoccran Euvironmcmal 
Series 72, Subdivision E (Da hnia>na m1. MSL-16163 449043-18 Monsanto Compauv OWN Asscssntcm 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9 97) Elec1ron1c and Paper versions available. Submit only Paper vers1on. - Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 1, 2011 EPA Reg. No./Filc Symbol: 524-551 I Page 39 of 64 
Applicaul's/Rcgistrant's Nan1e & Address: 

Monsanto Company, 800 N. Undberglt Blvd., St. Louis, MO 63167 Product: MON 88017 
Ingredient B.!. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number GJ1idclinc Stud Name MRIDNumbcr Submitter Status Note 

Rcsul!s of acute toxicity test> with Daphnia aud catf1sh 
did uot produce m1y evidence of adverse c/Tccts. 
Estuarine and Marine animal studies arc waived for this Envirounlelllal 
product because of the very low to no potential for Assessment 

885.4280 exposure to C 3Bbl_protcin from f1eld com. N/A Monsanto Com an OWN Waived in BRAD 

Tcxiern, D. (2005). Evaluation of Dietary Effects of a 
Cry3Bbl Protein Variaut on Mim1te Pimtc Bugs (Orilt~ Euvironrnental 

885.4340 insidiOSIH"). MSL-19697 464799-05 Monsanto Company OWN Asscssmcut 

Siucc the active ingrcdicut in this produd is au iusc~t 
toxin (Bt endotoxin) that has never shown any toxicity to 
aquatic or terrestrial plants, these studies have been 
waived for this product. The Agency has dctcrmiucd Environmental 
there is no significant risk of gene capture and expression Assessment 

885.4300 ofCry3Bb l protein by wild or weedy relatives of com. N/A Mousauto Com Jany OWN Waived in BRAD 

Palmer, S. J. and H. 0. Kn1egcr (1999). Badl!ns 
riiHringiel/81~ Protein 11231: DictaryToxicity Shtdy JVith 
the Ladybird Beetle (HippodmtJia convergens). MSL- Environmental 

885.4340 16166 449043-14 Monsauto Compau OWN Assessment 

Hoxtcr, K. A., S. J. Palmer and!·!. 0. Krueger (1999). 
Baci//iiS rhuringlensls Protein 11231: A11 Acute Toxicity 
Study witlt EarthJVorm in an Artificial Soil Substmtc. Environmcutal 

850.6200 MSL l6t62 449043-16 Monsamo Company OWN Assessment 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclromc and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-1R Page 56 of 108 



64

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instrucllons and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June l, 20 ll EI'A Reg. No./t'ile Symbol: 524-551 \ l'agc40of64 
Applicant's!Registranl's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Crv3Bb I protein and tlte genetic material (vector ZM!R39) necessary for its productiou in evcnL MON 88017 corn (OECD Ui!i9ue Identifier: MON-88017-3) 

Guidcliue Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

Teixeim, D. ( 1999). Asscssll!cnt of Chronic Toxicity of 
Com Tissue Containing tile BadlliL~ rh~~{.ngieusi.,· Protein Euvironmcmal 

885.4340 11098 to Collcmbola (Fo!somia candida . MSL-15988 449043-17 Monsanto Company OWN Assessment 

Palmer, S. J. and H. 0. Krueger {1999). 8<Jci/lu.\· 
tl111ringienfis Proteiu 11231: A Dietary Study with Green Environmental 

885.4340 Laccwin ' Larvae (Chrys()p_erlo came.t!J: MSL 16165 449043-12 Monsa11to Conmanv OWN Assess mel!! 

Palmer, S. J. and H. 0. KrUeger (1999). Bacillus 
rhuringien.'·':'· Proteiu 11231: A Dietary St11dy with the 
Pardsitic Hymenoptera (NasoniCl Pirripeunis). MSL- Enviro11mental 

885.4340 16167 449043-13 Monsamo C01noanv OWN Assessment 

Dubclma!l, S., M. Bllatti, B. Ayden, J. Murphy, S. Levine 
and C. Jiang (2005). Environmental Fate ofCry3Bb I 
Protein in Com Fields Planted with MON 863. MSL- Environmcmal 

885.5200 19285 465103-01 MousantoCo!lmanv OWN Asscss1ncnt 

Duan, J. J., G. Head, M. McKee m1d T. E. Nicksou 
{200 I). Dietary Effects ofTransgcuic Bacillus 
rhuJ·ingiensi;· (Bt) Com Pollen Expressing a Yariaut of 
Cry3Bb I Protein on Adults of the Ladybird Beetle, Enviroltmcntal 

885.4340 Co/eomeJ<illa rnaculata. MSL-16936 453613-01 MonJallloConJ?any OWN Assessment 

Signatl!!"e Name and Title Date 

See Page 1 for Signature J. Austin Burns, Ph.D. JLtne I, 2011 

Regulatory Affairs Manajl,er 

- -EPA Form 8570 35 (9 97) ElectroniC and Paper vers1ons available. Subm1t only Paper verSion. Agency Internal Use Copy 

Monsanto Company II-CR-192E-IR Page 57 of 108 



65

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for !his collection of informalion is eslimated lo average 0.25 hours per response for regislralion acJivilies and 0.25 hours per 
response for reregislraUon and special review aclivilies, including lime for reading I he inslruclions and compleling the necessary forms. Send commenJs regarding !he burden eslimale or any 
olher aspect of !his collection of information, including suggeslions for reducing !he burden lo: Direclor, OPPE Jnformalion Managemenl Division (2137), U.S. Environmental ProJection Agency, 
401 M S!reel, S.W, Washin Jon, DC 20460. Do no! send !he form to !his address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No./Filc Symbol: 524-551 \ Pagc41 of64 
Applicant's/Rcgistrall!'s Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., S1. Louis, MO 63167 Prodnct: MON 88017 

Ingredient B.t. Cry3Bbl prolein and the genelic material (veclor ZMIR39) necessary for its production in event MON 88017 com (OECD Uni ue Identifier: MON-88017-3) 

Guideline Rcfercucc Number Guideline Study Name MRID Number Submitter Stahts Note 

Bryan, R. L, J. R. Porch anti H. 0. Kruegcr(2001). 
Dietary Effects ofTransgcnic BT Com Pol leu Exprcssiug 
a Variant ofCry3Bbl Pmtcin on the Ladybird Beetle, Envirotuncntal 

885.4340 fliptwdamia converg~ms. MSL-17171 453613-02 Monsanto Company OWN Assessment 

Bhatti, M:A., C. L. Pilcher, M. J. McKee, T. E. Nicksou, . G. P. Head and C. D. P"tlcltcr (2001 ). Field Evaluation (or 
!IJC Ecological Impact of Com Rootwonn Insect-Protected Environmental 

154-3500 Com on Non-Ta et Organisms. MSL 17179 455382-06 Monsanto Comnauy OWN Assessment 

Duan, J. J., M. J. McKee and T. E. Nickson (2001). 
Dietary Effects ofTransgcnic Bacil!tls rhuringiensis (Bt) 
Corn Pollen Expressing a Variant ofCry3Bbl Protein on 
Larvae of the Ladybird Beetle, Coleomegilla mactilara. Enviroumcmal 

885.4340 MSL-16907 455382-04 Mousanto Company OWN Asscssmclll 

Scars, M. and M. Mut!ila (2002). Dctcnniuation of tile 
Toxicity of Com Polleu Expressing a Cry3Bbl Variant 
Protciu to First In star Monarch Buucrlly Larvae (Dallas Ettvironmcutal 

885.4340 ~/exi fJl-1.1") via Laboratory Bioassay. MSL-17235 455382-05 Mousanto Company OWN Assessment 

Head, G., M. Plcau, S. Sivausupramanian and T. Vanghn 
(2001 ). Insecticidal Spcctmm of Activity for Cry3Bb Environmental 

N/A Protein ill 1•ip·o. C3NTO 455382-07 Monsanto Co1Tlpauy OWN Assessment 

Signature Name and Tille Dale 

See Page I for Signature 1. Austill Burns, Ph.D. hme I, 2011 

Regulalory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration a clivi ties and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 1,2011 EPA Reg. No./Filc Symbol: 524-551 ! Page 42 of 64 
Applicnnt's/Rcgistrant's Name & Alldrcss: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prod net: MON 88017 

Ingredient B.t. Cry3Bb 1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Stud Name MRJO Number Submitter Status Note 

Dunn, J. J., M. J. McKee, G. Head and C. R. Brown 
(2002). Endangered Species Impact Assessment for Etlvironmcntal 

N/A C::ry3Bbl Protein in Trans •cnic MON 863. MSL-17614 455770.03 MonsamoCo~pany OWN Assessment 

Head, G. (2002). Research on the Effects of Com 
RootwomJ Protected Transgenic Com Events on 
Nontarget Organisms: Preliminary Results. Monsanto Environmental 

154 2300 Reference No. OO-CR-032E-7 456530-03 Monsanto Cot_npany OWN Assessment 

Bhatti, M.A., J. 0. Duan, C. L. Pilcher, M. J. McKee, 
T. E. Nickson, G. P. Head and C. Jiang (2002}. 
Ecological Assessment of Nontarget Organisms in the 
Plots of Com Rootwonn tn~cct Protected Com Hybrid 
Containing MON 863 Event: 2000-2001 Field Trials. Enviromnctual 

154-3500 Report MSL-1753 t 457916-0t Monsanto Company OWN Asscssm~'llt 

Sindcnnann, A. B., 1. R. Porch and H. 0. Krueger 
(2002}. Evaluation of a Cry3Bbt Protein Variant in an 
Acute Toxicity Study with the Earthworm in an Artificial Environmental 

850.6200 SoiiS1tbstratc. MSL-18137 457571-01 Monsanto Company OWN Assessment 

Gallagher, S.P., J. Grimes andJ. B. Beavers (1999). 
Bl:wi!IIJs rhuringh:n.\·~; Protein I 1231 in Com Grain: A 
Dietary Toxicity Study with the Northern Bobwhite. Environmental 

885.4050 MSL-16161 449043 15 Monsanto Com an OWN Assessment 

Signature Name and Title Date 

See Page I for Signnture 1. Austin Bums, Ph.D. Junel,20ll 

Regulatory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070~0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinoton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eSJimated to average 0.25 hours per response for registration aCJivities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading Jhe inslrucJions and compleling the necessary forms. Send comments regarding the burden eslimate or any 
other aspect of I his collecti~~~of information, including suggesJions for reducing lhe burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M S!reeJ. S.W., washin ton, DC 20460. Do nOJ send the form to Jhis address. 

DATA MATRIX 

DaJc: June t, 20 ll EPA Reg. No./Filc Symbol: 524-551 I Pagc43of64 
ApplicanJ's/RcgisJrant's Name & Address: 

Monsanto Comnan", 800 N. Lindberoh Blvd., St. Louis, MO 63167 Product: MON 88017 

lngrcdicnl B.t. Crv3Bb 1 nrolein and Jhe ~renetic material (vector ZMIR39) neccssarv for !Js orodttcJlon in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline SJUdv Name MRID Number Submiucr StalJtS Note 

Maggi, V. L ( 1999). Evaluation of the Diclary Effccl(s) 
ofPuriftcd ~~;·i!fus rl!irringi~nsis Prolci11 11231 on A dull Environmental 

885.4380 fton~~-Bccs A~ismelfi{eraL.). MSL-16169 449043-11 Monsalllo Conmauv OWN Assessment 

Man in, J. W., M. J. McKee, S. Dubc!mau andY. A. 
Dud in (2000). Aerobic Soil Dcgradaliou oflhc B.r. 
ProJcin 1'1098 us a CompotJcnl oflnscct Protected Com. Environmental 

885.5200 MSL 16440 451568-04 MonsmuoCont auy OWN Asscsstucnt 

Dubc!m~u, S., B. Ayden, M. MucJh, J. A. Warren, C. 
Jiang, J. Bookout andY. Dudin (2002). Aerobic Soil 
DcgradaJion ofthc Badlfus thuringlensis Cry3Bbl 
Varian! Protein Produced iu Com Rootworm Protected Environmental 

885.5200 MON 863. MSL 17 !02 457571-02 MotJsalllo Company OWN Asscssmclll 

George, B. (200 I). Comparison of Broiler Performance 
When Fed Dicls Coruaiuing Events MON 863, Parental Environmc11tal 

885.4050 Line or Commercial Com. MSL-17243 459415-01 Monsanlo Comoany OWN Assessment 

Maggi, V .L. (1999). Evaluation of the Oictary EffcCJs of 
Purified Baci1111s thtrringiem;i.> Protein 11231 on Honey Envirottmcntal 

885.4380 Bee Larvae. MSL 16168 449043 10 MotJsanto Comnan OWN AsscssmcnJ 

Dubc!man, S., B. Ayden, J. Colyer, B. Lcdc.>ma, S. 
Lcviuc, F. Lloyd, G. MJtcllcr, J. Warren &C. Jiaug 
(2007) EnvironmcnJal Fate of the Cry3Bb I and Cry I Ab 
ProJcins in Com Fields Ptamcd wilh MON 863 x MON Environmcnlal 

885.5200 810 for Three ConsccuJivc Years MSL 20589 472829·02 MotJsanto Company OWN AsscssmcnJ 

Signature Name and Title Date 

Sec Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011 

Regu1atorv Affairs Manager 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 
401 M Street. S.W., Washi!J_gJon, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Ju11e I, 20 II EPA Reg. No.!Filc Symbol: 524-551 l Page 44 of 64 
Applicalll's/Regislraut's Name & Address: 

Monsanto Companv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

lngredicut B.t. Cry3Bbl protein and the genetic material (vector ZMIR39} necessary for its production in event MON 88017 com (OECD Uni te Identifier: MON-88017-3) 

G11idclinc Reference Number Guidcliue Study Name MRID Number Submiller Slat us Note 

Duau, J., M. Bhalli, C. Brown, G. Head, C. Jiaug, C. 
Pilcher, C. Pilcher, D. Carson & T. Nickson (2007) Two 
Year Field Assessment of!IJc Effect of Combined Trail Bt Environmental 

154-3500 Corn Mon863 x MON 810. MSL-19696 472829-01 Monsanto Co1n Jany OWN Assessment 

D1mnJ. J., C. Jiang, M.J. McKee, M.A. Nemeth, D. 
Ward, G. Head, S. Levine, M. Bhalli and M. Paradise 
(2004). Statistical Power Analysis of a TWo-Year Field 
Study Evaluating !11c Ecological Effect of Corn Event Environmental 

154 3500 MON 863. MSL-!9246 462627-03 Mousanto Comoan OWN Assessment 

D1mn J. J., C. Jiung, C. Brown, M. Bhalli, M. Nemeth, T. 
Nicksou aud D. Ward {2004). Supplcmc1<1al Statislieal 
Analysis of Data from a Two-Year Field CcnsJIS Study Environmental 

!54-3500 with Corn Evc11t MON 863. MSL 19329 463942 02 Monsanto Com an OWN Assessment 

Dubclman S., M. Bhalli and B. Ayden (2004). !mcrim 
Report: Asscssrnclll of I he Environmental Fate of the 
Cry3Bbl Protein in Com Fields Planted with MON 863. Environmcmal 

885.5200 MSL-18931 46200 I -0 I Monsanto Compuuy OWN Assessment 

Duan J. and M. Paradise (2005). Eva!uatiou of Dietary 
Effects of Cry3Bb I Protein on the Ground Bee lie Environmc11tal 

885.4340 Puedlus dwlcires (Colceopl~ra:Carabida_c), MSL- !963 I 464799-04 Monsanto Company OWN Assessment 

Head, G. (2004). Research on the Effects of Com 
Rootworm Protected Transgenic Corn on Non-Target EnvironmCillal 

!54-3500 Organisms: Publications & Mauusc · ts. 462627 {12 Monsauto Col!!pauy OWN Assessment 

Signature Name and Title Date 

See Page 1 for Signature J. Austill Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 
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Form Approved OMB No. 2070~0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washi_!!g_ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 1,2011 EPA Reg. No./Filc Symbol; 524-551 I Page 45 of64 
Appticant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prod11ct: MON 88017 

Ingredient B.t. Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88017-3) 

Guidcliuc Reference Number Guideliuc Study Name MRtD N111nbcr Submitter Status Note 

Mammalian wildlife exposure to Cry3Bbt protein is 
considered tikcty; however, the Cry3Bbt toxicity data for 
Human Health Asscssmcut indicate that there is no 
significant toxicity to rodents form testi11g at the Euviroumcntal 
maximum hazard dose. Therefore no hazard to Asscssmcut 

885.4!50 mammalian witdtifc is antieip":tcd. NIA Monsanto Co~ ... OWN Waived in BRAD 

Li, M. H. aud E. H. Robinson (1999). Evatuation of 
Insect Protected Com Lines MON 853 and MON 859 as a Environmc11tal 

885.4200 Feed I!!S_redicnt for Catfish. MSL-t 6 t 64 449043-19 Monsanto Comoan OWN Assessment 

Duun, J. J., G. Head, M. J. McKee and D.P. Ward (2003). rouvironmcmal 
Data Waiver Request: ToxicitY of B. r. Cry3Bbt Protein Assessmclll 

885.4340 ill the Red Milkweed Beetle Tcn·ao ess~.). MSl-!874! NIA Monsanto ComoaiiY OWN Granted in BRAD 

Pitcher, C. D. (200!). Efficacy ofMON 863 Agaiust 
Com Rootworm and Comparison to Insecticide 
Treatments- Results of Year 2000 Field Trials. 

N/A Monsanto Ref. No. OO-CR-032E-3 4536!3-03 Mon:muto Compauv OWN Benefits 

Mitchell, P. D. (2002). Yield Bene tit of MON 863. 
NIA MSL-!7782 456530-02 Monsanto Company OWN Benefits 

Signature Name and Title Date 

See Page I for Signature J. Austin Burns, Ph.D. June I, 2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Etectrontc and Paper verstons avattabte. Submit only Paper verston. Agency Intern at Use Copy 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), u.S. Environmental Protection Agency, 
401 M Street, S.W .. WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June 1, 201 1 EPA Reg. No./Filc Symbol: 524~551 I Page 46 of64 
Applicaut's/Rcgistralll's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B. I. Cry}Bb1 prolein and tho;:genctic material {vector ZMIR39) necessa1y for its production in event MON 88017 com {OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Stud Name MRIDNumbcr Submitter Status Note 

Ward, D. P. (2002). Public Interest Assessment 
Supporting Registration of Bacillus t/luringiensis 
Cry3Bb I Protciu a11d the Genetic Material (Vector 
ZMtR t3L) Necessary for its Production in MON 863. 

NIA MSL-17766 456530-01 Monsanto Com an OWN Benefits 

Miller, D. (2000). Public tutcrest Document Supporting 
the Registration and Exemption from the Requirement of 
a Tolerance for the Plant-Incorporated Protcclant, 
Bacillits rlnn-ingiensi.l· Cry3Bb Prolcin, and the Genetic 
Material Necessary for ils Production in Com (Vectors 
ZMIR 12L, ZMJRI3L and ZMIRI4L). Monsanto Ref. 

NIA No.99-781E 450297-01 Monsanto Companv OWN Benefits 

Alston, J. M., J. Hyde and M. C. Marra (2002). An Ex 
Ante Analysis ofthc B~ncfits from lhc Adoption of 
Monsanto's Coni Rootworm Resistant Varietal 

NIA Technology- YicldGard" Rootworm. MSL-17993 456923-01 Monsanto Company OWN Benefits 

Vaughn, T. T., M. Plcau, R. Knutson and T. Coombe 
(200 1). Comparing the Efficacy ofMON 853 and MON 
863 to TI1rce Com Rootworm Species, Northern Com 
Rootwonn (Diobrolim barberi), Southern Com 

NIA 
Rootwonn (D. ~~;1ecimpuncrara lwwardi), and Western 
Com Rootworm D. vil"l?i{era vind{era). MTC RPT4 455382-08 Monsanto Co•nnau OWN Benefits 

Vaughn, T., D. Ward, J. Pershing, G. Head andJ. 
Mcfcrson (2001). An Interim Insect Resistance 
Management Plan for MON 863·. A Transgenic Corn 

NIA Rootwonn Control Product. MSL-17556 455770-01 Monsanto Company OWN BCilCfits/IRM 

Signatme Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June I, 2011 

RegLtlatory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No./Filc Symbol: 524-551 \ Page 47 of 64 
Applicanl'~/Registrant'~ Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bbl protein and tho:_genehc material (vector ZMtR39) necessary for its_productiou in event MON 88017 com (OECD Uni ue tdentifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRtDNumbcr Submitter Status Note 

Vaughn, T. (2004). Progress Report on Insect Rcsishmcc 
N/A Mana •cmcnt for Com Event MON 863. 461865-0 I Monsanto Col!!Pany OWN IRM 

Vaughn, T. {200 I). Preliminary Results of Research on 
Insect Resistance Management for a Transgenic Com 

NIA Root worm Control Product. 45348401 Monsanto Co!!Jpany OWN IRM 

Head, G. und K. Reding. {2006). Com rootwonn Insect 
Resistance Management Research (fourteen journal 

NIA publications) 467424-01 Monsanto Company OWN IRM 

Davis, P., G. Head, J. McFerson ct. al. (2000). Insect 
Resistance Management for a Transg~nic Com Rootworm 

WA Control Product. 45 I 568-05 Monsnnto Comrumy OWN IRM 

Vaughn, T. {2003). Estimating Cry3Bbl Resistance 
Allele Frequencies in Com Rootworm Larvae Feeding on 

NIA MON 863. Monsanto Ref. No. 03-CR-097E-4 459438-0 I Monsanto Com any OWN IRM 

Signat\tre Name and T"ttle Date 

See Page 1 for Signature J. Austin Burns, Ph.D. June 1, 2011 

Regulatory Affairs Manager 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washin~ton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, including time for reading I he instructions and completing the necessary forms. Send comments regarding I he burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./Filc Symbol: 524-551 I. Page 48 of64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B. t. Crv3Bb1 protein and the genetic matcl"ial (vector ZMIR39) necessary for its oroductiou in event MON 88017 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MRIDNumbcr Subtniucr Status Note 

T. Va11ghn (2005). Second Progress Rcp:on on fnscct 
Rcsistaucc Mauagcmcm for Com Event MON 863. 

NIA REVISED NIA Monsauto Compau OWN IRM 

Letter submiUcd May23,2003 to EPA with 12 research 
protocols on the biology ~md"ccology oflhc com 

NIA rootworm pest complex. NIA Monsauto Cot~y OWN IRM 

Vaughn, T. (2004). 2004 Progress Report for the Com 
NIA EvcntMON 863 Resistance Mouitoring Program. 462627-01 Monsanto Col_ll:pany OWN IRM 

Administrntivc Materials iu S11pport of the Registration of 
Baci/I>L5 llwrillgie>!sis Cry3Bb Protein and the Gonctic 
Material (Vector ZMfR 13L) Ncccssmy for its Productioll 
in Com; aud Amendment of the Prcvio11s Request for 
Exemption from the Rcquircmcnl of a Tolcmucc, Tolerance 

NIA PP7F4888 451568-00 Monsauto COI.':'P.~Il)' OWN Excu liou 

l'ilaciuski, W. P. and M. W. Taylor (1999). 
Administrative Materials in Support of the Rcgistmtiou of 
the Plant-Expressed Protcct>\nt Bacilfu.< lh!lrillgiemis 

Com Rootworm Control Protein, as Produced in the Cow 
(Zea 111ays, L.), and the Amendment to the Prcvio11s 
Request for Excmptiou from lhc Requirement of a Tolerance 

N/A Tolerance, PI'7F4888 449043-00 Monsauto Co~~llY OWN Excm tion 

Signature Name and Title Date 

See Page 1 for Signature l Austin Bunts, Ph.D. June I, 2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper vers1ons available. Submit only Paper vers1on. Agency Internal Use Copy 

Monsanto Company II-CR-192E-IR Page 65 of I 08 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Reg. No./l'ilc Symbol: 524-551 I Pagc49of64 
Applicm11's/Rcgistrant's Name & Atldrcss: 

Monsanto Companv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry3Bbl protein and lite •enelic material {vector ZMIR39) necessary for its production in even I MON 880!7 com (OECD Unique Identifier: MON-880!7-3) 

Guideline Reference Number Guideline Stut!r_Namc MRID Number Submitter StahiS Nolc 

Petition for Exemption from the Rcquin.;mcnt of a 
Tolerance for Bacillus rh11ringiensi.1" Cry I, Cry2, and Cry3 
Classes ofProtci11s and the Gcnc1ic Material Necessary 
for the Production of These Proteins fn or Ou All Raw 
Agricultural Comn1oditics When used as Plant-Pesticide Tolerance 

N/A Active In rcdicnts. pp 71'4888 Monsauto Com au OWN Excm tion 

McCoy, R. L. and A. Sivanovich (2003). Bioinfonnatics 
Analysis ofllic CP4 EPSPS Protein Utilizing the AD4, 

885.1100 TOXINS and ALLPEPTIDES Databases. MSL18752 466361-01 Monsauto Company OWN lucri In •rcdicnt 

McCoy, R.L. and A. Sivanovich (2005). Updated 
Bioinfonnatics Evaluation of the CP4 EPSPS Protein 

885.1100 Utilizin' the AD5 D<1tabasc. MSL19894 466361-02 Monsanto C01npany OWN lncrl h1grcdicnt 

Mousanto Company ( 1995). Submissi011 ofToxicology 
Data in Support of a Tolcraucc Petition for CP4 EPSPS as 

885.3050 a Plant Pesticide Form11lation Inert Ingredient. 
Transmittal of I Study. 436919·00 Mousanto Compauy OWN Inert Ingredient 

Harrison, L., M. Bailey, D. Nida, M. Taylor, L. Holdcu 
and S. Padgcttc ( 1993). Preparation and Confirmati011 of 
Doses for an Ac11tc Mouse Feeding Study With Ct'4 

885.3050 EPSPS. Lab Project Numbers: 92-01-30-12: 92-419-719 436919-01 Monsa111o Co111 '"' OWN Inert In •rcdicnt 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclromc and Paper vers1ons available. Submll only Paper vers1on. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-IR Page 66 of I 08 
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&EPA 
Form Approved OMB No. 2070~0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June t, 2011 EPA Reg. No./Filc Symbol; 524-551 II' age 50 of 64 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Prod11ct: MON 88017 

ll1grcdicnt B.f. Crv3Bb 1 protein and the genetic material (vector ZMIR39) necessat)' for its prodnction in event MON 88017 corn (OECD Unl 11e Identifier: MON-88017-3) 

Guideline Reference Number Guideliuc Study Name MRID Number Submitter Status Note 

Padgcttc, S., G. Barry, D. Rc, D. Eicll_ltoltz, M. Weldon, 
K. Kolacz aud G. Kishorc ( 1993). Purification, Cloning, 
and Characterization of a Highly Glyphosatc-Tolcrant 5-
cnolpymvylshikimatc-3-phosphutc Synthase from 

885.1100 Aw·o!mcrerlum sp. Strain CP4. MSL-12738 438076-0 I Monsanto Cornpauy OWN Inert In •rcdicut 

Bishop, B. ( 1993). Production ol' CP4 EPSP in a 100 
Liter Rccombinaut Esd1eridtia coli Fermentation. MSL-

885.1100 12389 438076-02 Mousanto ComtJauy OWN Inert In •rcdicnt 

Heeren, R., S. l'adgcttc and M. Gustafsou ( 1993). Tltc 
Purification ofRccombinaut E.rcberlcbia ,·ofi CP4 5-
cnolypyruvylshikimatc-3-phosphatc syuthasc for 

885.1100 E ltivalcncc Studies. MSL-12574 438076-03 Mon~anto Company OWN lncrtlur:rcdicnt 

Monsauto Company ( 1995). Sttbmission ofProdltct 
Chemistry, Toxicology aud Pesticide Fate in Animals 
Data iu Support oflhc Exemption for the Rcq1tircmcnt of 
a Petition for Tolerance for CP4 EPSI'S. Transmittal of 4 

NIA Shtdics. 436433-00 Monsanto Com any OWN Inert Ingredient 

Harrisou, L., M. Bailey, R. Lcimgrubcr, C. Smith, D. 
Nida, M. Taylor, M. GliStafson, B. Heeren and S. 
Padgcuc ( 1993). Characterization of Microbially-
Expressed Protein: CP4 EPSPS, Lab Project Number: 

885.1100 92!01f30fl4: 12901 436433-01 Mousunto Com any OWN lncnlngn,:"<licnt 

Signature Name attd Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulato_~yAffairs Manager 

EPA Form 8570-35 (9-97) Electrontc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including ijme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of !his colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informal ion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Jttnc !,20!! EPA Reg. No./Fi!c Symbol: 524-551 I Pagc51of64 
Applicaut's/Rcgistrant's Name & Addre~s: 

Monsanto Comoanv, 800 N. Lindberc:l! Blvd., St. Louis, MO 63167 Product: MON 88017 

Ingredient B.t. Cry38bl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 880t7 com (OECD Unique Identifier: MON-88017-3) 

Guideline Reference Number Guideline Study Name MR!D Number Submitter Status Note 

Lee, T., M. Bailey, C. Smith, J. Zcng, E. Elswick and P. 
Sanders (1995). Assessment of the Equivalence ofCP4 
EI'SPS Protein produced in Escherichia coli and 
European Corn Bora Resistant Com. Lab Project 

885.!!00 Number: 94-01-39-!0: MSL-!3920 436433·02 Monsanto Company OWN Inert In •rcdicnt 

Naylor, M. ( 1993). Acute Oral Toxicity Study of CP4 
885.3050 EPSPS iu Albino Mice. Lab Project Number: 92223 436433-03 Monsauto Company OWN Inert 111' cdicm 

Ream, J., M. Bailey, J. Leach atld S. Padgcttc (1993). 
Assessment of the in vitro Digestive Fate ofCP4 EPSPS 

885.1!00 Synthase. Lab Project Number: 92-01-30-!5: !2949 436433-04 Monsanto Company OWN Inert Ingredient 

Revisions and Cloriflcation to the Terms & Conditions of 
Registration for Com Evcnt.MON 863 and Yic!dGard~' 
Plus Com; Progress Report on Multiple IRM-Rc!atcd 
Activities for MON 863; und Rcspon~c to EPA Letter Terms & 

N/A Dated August !3 2004. Submitted 71712005. N/A Monsanto Coll]patl OWN Conditions 

Siegfried, B. and T. Spencer (2005). Susceptibility of 
Neonate Rootworm Larvae to the Cry3Bb I Toxin from 
Baci/l(fs rhuringinesi.s. This report satisfies the Insect Tenus & 

N/A Monitoring Tenus & Conditions. 467259-01 Mon~amo Cot~_3,11y OWN Conditions 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electronic and Paper verstons avat!able. Submtt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing I he necessary forms. Send comments regarding the burden estimate or any 
other asp eel of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Slreet, S.W., Washinqton, DC 20460. Do not send the fonn to this address. 

DATA MATRIX 

Date: June I, 20 l I EPA ~<)g, No./Fi!c Symbol: 68467-5 I Page 52 of 64 
Applicant's/Rcgistrant's Nmn~ & Address: 
Monsanto Company, 800 N. Lindbe~gh Blvd., St. Louis, MO 63167 Product: Hercu1ex® RW Insect Protection 
Ingredient B.!. Cry34Abl and Cry35Ab l Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP I 7662) in com (OECD Identifier: DAS-
59122-7) 

Guideline RetCrcncc Number Guideline Stud Name MR!DNumbcr Submitter Status Note 

Product characterization data !"or Bacilrus lhwingieJLds 
PS 14981 13.6 kDa and 43.8 kDa insecticidal crystal 

I proteins expressed in transgenic maize plants 45242201 68467 PER 

Equivalency of microbial aud maize-expressed I'S 1498 I 
I proteins 45242203 68467 PER 

Microbial PS 1498 t Binary Ddta-Bndotoxiu: Mnizc-
Insect-Pest Susceptibility Study 45242204 68467 PER 

Comparison of the Amino Acid Sequence of the Bad/tus 
thuringiensis Strain PS 1498 I 13.6 kDa and 43.8 kDa 
Insecticidal Crystal Proteins to Known Protein Aller •ens 45242205 68467 PER 

Characterization of Pseudrmtmws produced and 
transgenic maize cxp~~cd phosphinothricin 
acct ltransfcrasc(PATlorotcin 45242206 68467 PER 

PSI4981 14 KDA Protein: Acntc Oral Toxicity Study in 
CD-I Mice 45242207 68467 PER 

Signature Name and Title Date 

See Page I for Signature J. Austin Burns, Ph.D. June 1,2011 

Regulatory Affairs Manager 
EPA Form 8570-35 (9-97) Electromc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 

Monsanto Company ll~R-192E~1R Page69of108 



77

&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washim::rton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the inslructions and eompleling the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washi~~ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale: June I, 2011 EPA RcQ. No./Filc S mbol: 68467-5 I PaRe 53 of 64 
Applicant's/Rcgistrant's Name & Address: 
Monsan1o Co~nanv, 800 N. Lindberoh Blvd., SL. Louis, MO 63167 Product: Hen:ulex® RW Insect Protection 
Ingredient B.t. Cry34Ab I and Cry35Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP I 7662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Rcfcn::nee Number Guideline StUdv Name MRIDNumbcr Submitter Status Note 

PSI49BI 44 KDA Protein: Acute Oral Toxicity Study in 
CD-I Mice 45242208 68467 PER 

PS 1498 I 14 KDA and 44 KDA Proteins: Acute Oral 
ToxiciZv:studvin CD-I Mice 45242209 68467 PER 

PS 149B I Llinmy Insecticidal Crystal Protein: A Dietary 
Toxici;~· Slid~· with tile L~dvbird Beetle 45242210 68467 PER 

The Tri-Troph.ic Iutcmclion Between PS 14961 
Trausformcd Maize, Com Leaf Aphid and Ladybird 
Beetle 45242211 68467 PER 

In Vitro Diacstibilitv of PS 1498 I Proteins 45242212 68467 PER 

Quantitative ELISA analysis ofPS 1498 I proteitt 
expn::ssion levels in hybrid and inbn::d line~ o! maize 
event TC5639 (interim r~norl) 45242213 68467 PER 

Signature Name and TiLle Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1, 2011 
Re<'ulatorv Affairs ManaPer 

EPA Form 8570-35 (9-97) Electrontc and Paper verstons available. Submtt only Paper verston. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-1R Page 70 of 108 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
401 M Street, S.W. 

Washi~;:~gton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for lhis collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, QPPE Information Managemenl Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20! I EPA Rei!.. No./Filc Symbol; 68467-5 I Pa c54of64 
Applicant's/]{cgistrant's Name & Address: 

Monsanto Compa~y, 800 N. Lindbe~gh Blvd., St. Louis, MO 63167 Product: Herculex® R W Insect Protection 
Ingredient B.t. Cry34Ab I and Cty35Ab I Insecticidal Crystal protein and the genetic materia! necessary for ils production (plasmid inset1 PHP 17662) in corn (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guidcli1tc Studv Name MRJD Number Submitter Status Note 

Degradation of Microbial Binary I'S 149B I Delta-
Endotoxin in a Rcpresc1ltativc Soil from the Mid-Westcm 
USA Maizc-Growinl!. Rel!.ion 45242214 68467 PER 

Product ilurability plan for trausgcnic maize expressing 
iusccticidal crystal protei II from Bar:il111s thuringiensis 
strain PS 1498 I duri11 Ute ex crimen tal usc ocriod 45242215 68467 PER 

Field cff1cacy ofPS 149B I maize cvcuts agaiust com 
rootworms 45242216 68467 PER 

Microbial PSJ49B I Binary Insecticidal Crystal Protein, 
Pollen Expressing PS 14981 Binary Insecticidal Crystal 
Protei11, aud Individual PS 14981 14kDa and 44 kDa 
luseeticidal Crvstal Proteins 45340701 68467 PER 

Tiicrmolabilitv ofPSJ49B I Binary Dcltii-Eitdotoxin 45358401 68467 PER 

I'S 14981 biuary inscctic"1dnl crystal protci11: A~utc toxicity 
study_to tl1c eartltworm in all artificial substrate 45360201 68467 PER 

Signature Name and Title Date 

See Page I for Signature J. Austin Bums, Ph.D. June I, 2011 

Regulatory Affairs Manager 

EPA Form 8570 35 (9-97) Eleclrontc and Paper verstons available. Submtt only Paper verston. - A '" u gency ternal se Copy 

Monsanto Company 11-CR-192E-IR Page 71 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the bwden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137}, U.S. EnVironmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send the torm to this address. 

DATA MATRIX 

Date: June I, 20 I I EPA Re '· No./Filc Sytnbol: 68467-5 I Pa•c55of64 
Applieant's!Rcgistnmt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.l. Cry34Abl and Cry35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP 17662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Lateral floJV test kit method validation for the detection of 
the PS 149B I 14 kDa and 44 kDa protein in maiZf_grain 45383401 68467 PER 

Heat lability of individual proteins oft11e PS 149B I bi~ary 
ICP 45584501 68467 PER 

In Vitro Simulated Gastric Fluid Digestibility Study of 
Microbially Derived Cry34Abl Protein 45584502 68467 PER 

Clmrnctcrizution ofCry34Ab I and Cry35Abl fronl 
Recombinant Pswdomonas.f/lrorescens and Transgenic 
Maize 45790401 68467 PER 

Characterization of DNA Inserted inJo Transgenic Com 
Event; {(:ry34Ab I and Cry35Ab I) 45790402 68467 PER 

PS 149B I Binary Insecticidal Crystal l'rotcin: A11 8-Day 
Dietary Study w'tth the RainboJV Trant, Oncorhynchus 
m •kiss, Walbaum 45790403 68467 PER 

PS 149B I Binary Insecticidal Crystal Protein: An Acme 
Toxicity Stndy with the Daphuid, Da >lmia rna m~ Stralls 45790404 68467 PER 

Signature Name and Title Date 

Sec Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 
Regulatoty Affairs Manager 

EPA Form 8570-35 (9-97} Electromc and Paper verstons available. Submit only Paper versiOn. Agency Internal Use Copy 

Monsanto Company ll-CR-192E-1R Page 72 of 108 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response for regislralion activilies and 0.25 hours per 
response lor reregistration and special review activities, including lime for reading the inslruclions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington, DC 20460. Do not send lhe form lo this address. 

DATA MATRIX 

Dale: June 1, 20 t 1 EPA Reg. No./Fitc Symbol: 68467-5 I Pa•c56ol'64 
Appticanl's/Rcgislrnnt's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: Herculex® R W insect Protection 
lugrcdienl B.t. Cry34Ab 1 and Cry35Ab t Insecticidal Crystal protein and the genetic material necessary for '1ls production {plasm'1d insert PHP17662) in corn (OECD Identifier: DAS-
59122-7) 

Guideline RctCrencc Number Guideline Study Na.nc MRlDNumbcr Submillcr Status Note 

PSt49Bl Binary tnsccticidat Crystal Protein: Dietary 
Toxicity lo Parasitic Hvmcno ICra (Nasonia vilrt ennis) 45790405 68467 PER 

Assessment of Chronic Toxicity o( Diet Coulaining 
Baeil/us rlwringiensi;· PSt49Bl liiSCCiic,~~at Crystal 
l'rolcin to Cottcmbola (F'olsomiu condida 45790406 68467 PER 

PS t49B l tnsccticidat Crystal Protciu: Dicl~Z Toxicity to 
Green Lacewing Larvae (Chrvsoperla can1ea 45790407 68467 PER 

SDS-PAGE Sensitivity Analysis for Cry35Ab l in Support 
of the Simulated Gastric Fluid Digestion Study 
MRID#452422 t2 45790408 68467 PER 

Trait Durability aud Expcrirn.cntat Usc of Transgenic 
Maize Expressing lhc luscclicidat Crystalline l'rolcins 
Cry34Abl and Cry35Abl 45790509 68467 PER 

Field Efficacy of Cry34Abt/Cry35Ab l Maize Evculs 
Against Com Rootworms 457904 to 68467 PER 

Product cliaractcrization data for Bneillus dw)'iugieiiSiS 
Cry34Abl and Cry35Abt protcius expressed in 
lrni]sgcnk maize tani~HP 17658) 4579050 l 68467 PER 

Producl Cliaractcrizaliou Data for BacU/us lhuringiensis 
Cry34Ab l aud Cry35Ab l Prolcins Expressed iu 
Trnusgcnic Maize Plant~ {Pl-lP [7662)' 45790(101 6S467 PER 

Signature Name and Title Date 

See Page 1 for Signature 1. Austin Burns, Ph.D. June l, 201l 

Regulatory Affairs Manager 

- - ' ' EPA Form 8570 35 {9 97) Electronic and Paper ve1s1ons ava1labte. Subm•t only Pape ve s1on. Ag '" y lnt ern at Co Use py 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor lhis colleclion of informalion is eslimaled lo average 0.25 hours per response for regislralion aclivilies and 0.25 hours per 
response for reregislralion and special review aclivities, including lime lor leading I he inslruclions and compleling lhe necessary forms. Send commenls regarding lhe burden esUmale or any 
olher as peel of I his collection of information, including suggeslions for reducing I he burden lo: Direclor, OPPE lnformalion Managemenl Division (2137), U.S. Environmenlal Proleclion Agency, 
401 M Slreel, S.W., Washinl!!_on, DC 20460. Do nol send lhe form lo I his address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No.!Filc Symbol: 68467-5 I Page 57 of 64 
Applieant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., Sl. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Ab I Insecticidal Cryslal protein and I he genetic malcrial necessary for ils production (plasmid insert PHP 17662) in corn (OECD ldenlificr: DAS-
59122-7) 

Guideline Reference Number Guidcli11e Stu~Name MRID Nuntbcr Submitter Status Note 

Summary of Heat Lability Studies with 
Cry34Ab l/Cry35Abl 45808601 68467 PER 
Quantitative ELISA aualysis ofCry34Ab I and Cry35Abl 
proteins expressed in maize-plants transformcrl with the 
vector PHPI7658 45833101 68467 PER 
Quantitative ELISA analysis oi'Cry34Ab I and Cry35Ab I 
proteins expressed in maize plants trdnsfonncd wilh the 
vector PHPI7662 45833102 68467 PER 

Qttalltitative ELISA Analysis uf Cry34Ab I and 
Cry35Ab I Protei us Exprcssod ·m Maize Plauts 
Transformed with the Vector PHPI7662 45833201 68467 PER 

Slide Presentation Summari~ing Cry34Abi/Cry35Ab I 
Heal Inactivation Studies. 45860201 68467 PER 

Probe MOA sludics ro assess porcntial for protein 
synthesis inhibitiou by 8acilil1s rlmringieusio· PS 1498 I 
Cry34Abi/Cry35Abl proteins ill rabbit reticulocyte 
ass!!y:Rc-examination of lab notebook data 45942801 68467 PER 

PrO<Iuct chaltlctcrization data for Bacillus rlwringiensis 
Cry34Abl and Cry35Ab I protcitts expressed in 
rransgcnic maize plants (I'HP17662) 46030001 68467 PER 

Judcpendcnt Laboratory Validatiou Pioneer Hi-Bred 
International, Inc. ELISA Method for the Quantitificatiou 
ofCrv34Ab I Protein (rom Trans •enie Plants 46113901 68467 I'ER 

Independent Laboratory Validation of Dow AgroScicnces 
Method GRM 03.13, "Determination of Cry35Ab I 
Insecticidal Crystal Protein in Maize Tissue by Euzymc-
Linked lmmunosorbcnt Assay" 46123901 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature 1. Auslin Bums, Ph.D. June 1, 2011 

Regulatory Affairs Manager 

EPA Form 8570-35 (9-97) Eleclromc and Paper verstons avatlable. Subm1l only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinuton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect olthis collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June !, 201! EPA Reg. No./Filc ~mbol: 68467-5 I Pag<;' 58 of64 
Applicant's/Regislrnul's Nan1c & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hercu1ex® R W insect Protection 
Ingredient B.t. Cty34Ab1 and Cry35Ab! Insecticidal Crystal protein and the genetic materia! necessary for its production (plasmid insert PHP17662) in com (OECD Identifier. DAS-
59!22~7) 

Guideline Rcfercucc Number Guideline Study Name MRlD Number Submitter Status Note 

Cry34/35 Protein Distribution and Familian:!r 46123903 68467 PER 

Agronomic Characteristics, Quantitative ELISA and 
Nlllrienl ComPJsition Analysis of Hybrid Mai7.c Lines 
Conlaiuing Cry34Ab I, Cry35Ab I and PAT Genes: Chile 
Locations 46123904 68467 PER 

Biological eguivalcuey ofCry34135Ab l iusceticidal 
crystal protein in transgenic plants and derived from 
transgenic Psendomonos /ll10rescens 46123905 68467 PER 

Charactcri7.atiou ofCry34Ab l and Cry35Abl Proteins 
Derived from Transgenic Maize event E4497 .59.1.22 

I __ (DAS 59122~7) 46123906 68467 PER 

Clmraclcrb;ation of Pllosophiuothriciu Acctyltmnsfcrasc 
(PAT} Derived from Transgenic Maize Evcm 
E4497.59.l.22 46123907 68467 PER 

Characterization of DNA Inserted imo Tr:msgcnic Corn 
Evcn\5 DASA52l6-6 and DAS-59t22-7 46123908 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. June 1,2011 

Regulatory Affairs Manager 
" " EPA Form 8570 35 (9 97) ElectroniC and Paper vers1ons available. Submit only Paper vers10n. Agency Internal Use Copy 

Monsanto Company 11-CR-192E-1R Page 75 of 108 



83

&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for I his collection of informalion is estimated lo average 025 hours per response for registration activities and 0.25 hours per 
response for retegistration and special review activities, including time for reading lhe instructions and completing the necessary forms. Send comments regarding lhe burden estimate or any 
other aspect of this collection of information, including suggestions for reducing !he burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washlnolon, DC 20460. Do not send the form lo this address. 

DATA MATRIX 

Date: June I, 20 II EI'A Reg. No./Filc Svmbol: 68467-5 ) Pa•c59of64 
Applicant's/Rcgistrant's Name & Address: 
Monsanto Co~ny,_ 800 N. Lindbe_rgh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Ab I Insecticidal Cry sial protein and I he genetic mal erial ttecessary for its prodnction (plasmid insert PHPI7662) in corn (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Detailed characterization of DNA inserted into transgenic 
com events DAS-45216-6 and DAS-59122-7 46123909 68467 PER 

Evaluation of microbe derived Cry34Abl and Cry35Ab I 
rotcins for protein synthesis inhibition activitv 46123910 68467 PER 

Nutritional Eqltivalcncy Study of Maize Containing 
Cry34Ab I and Cry3_5AB I: Poultry_fccdin Stud 46123911 68467 PER 

The effect ofCry34Ab I/Cry35Ab I proteins on the 
development and mortality of the Ladybird beetle 
Co/em<4!.illa macula/a DcGccr 46123912 68467 PER 

Non-largctlnvcncbmtc Ecological Risk Asscssmctlt tbr 
Field Com Expressing Cry34Ab I and Cry35Abl 
Insecticidal Crystal Prolcins in Event DAS-591227 46123913 68467 PER 

Evaluation of the impact of com rootwonn control 
stratc •ics on non-tar •ct arthropods 46123914 68467 PER 

Signa lure Name and Title Dale 

See Page I for Signature J. Austin Burns, Ph.D. June1,2011 

Regulatory Affairs Manager 

- -EPA Form 8570 35 (9 97) Electrontc and Paper verstons avatlable. Submtt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response lor reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to·. Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 20 II EPA Reg. No./filc Symbol: 68467-5 I Pagc60of64 
Applicant's/Rcgistrant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.r. Cry34Ab t and Cry35Ab I Insecticidal Crystal protein and the genetic matcr"ml necessary for its production (plasmid insert PHP 17662) in corn (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRtD Number Submitter Status Note 

Investigations into Dose ofCry34Abi/Cry35Abl 
Rootworm-Resistant Maize Event DAS-59122-7 Against 
Western and northern Com Rootworms in Support of 
Trnit Durnbititv Plans 46123915 68467 PER 

Effect on Western Coni Rootworm Adults of Feeding on 
Cry34135Abi-Com RootlYorm Protected Corn Tissue and 
tmptications for Product D1trability 46123916 68467 PER 

Evaluation of cndangcrcd/thrcatcncd insect species 
relative to the usc ofCry34Ab/Cry35Abl com rootwornt-
resistant maize hvbrids 46123917 68467 PER 

Trail Durability Plan for Cry34/35 Com Rootworm 
Protected corn Event DAS-59 122-7 Following 
Commercialization 461239 t 8 68467 PER 

Sinmlations of Com Rootwonu Adaptation to Cry34/35 
Com Rootwom1 Protected Com in Support ofT mit 
Durability Plans for Event DAS-59 t 22-7 46123919 68467 PER 

Digestion of Allergenic and Non-Aitcrgcaic Proteins in 
Simulated Gastric Fluid 46123920 68467 PER 

Signature Name and Title Date 

See Page I for Siguature J. Anstin Bums, Ph.D. June I, 2011 

Regulatm-v Affairs Man~r 

EPA Form 8570-35 {9-97) Electrontc and Paper verstons avatlabte. Submtt only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMS No_ 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, induding time lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of I his collecti~~1of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divisi((l (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washin ton, DC 20460. Do not send lhe form to this address. 

DATA MATRIX 

Date: June I , 20 II EPA Rc '· No./Filc Symbol: 68467-5 \ Pagc61 of64 
Applicam's!Registrant's Name & Address: 
Monsanto Comoanv, 800 N. Lindbere:h Blvd., St. Louis, MO 63167 Product: I-lerculex® R W Insect Protection 
Ingredient B.t. Cry34Ab I and Cry35Ab I Insecticidal Ctystal protein ami the genetic matcrialnecessmy for its production (plasmid insert PHP 17662) iu corn (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideliuc Studv Name MRID Nuu1bcr SltbmiUcr Status Note 

Public Interest Document for Cry34/35Ab I Com 
Rootwonn-Protcctcd Com 46123921 68467 PER 

lnvcsti~~o~~~ PotctU~:I,ntcraction between Cry IF aud 
the Bina C 34Abl!C 35Abl Proteins 46343806 68467 PER 

Digestion cfficicucy ofallcrgcus and uon-allcrgcns in 
simulated gastric flu"td: Bacillu.\· lhnri11gicnsis Cry 
34/35Abl constructl'HP17662 46388601 68467 PER 

Lack of Crv34Abi/Crv35Ab I co-association in solution 46556801 68467 PER 

Evaluation of the Sequence Similarities of the Cry34Abl, 
~~~5Ab I, and PAT Protcius to the Pnblic Protciu 
Sc ucncc Datascts 46584701 68467 PER 

Summary report of a carabid beetle laboratory toxicity 
study using Cry34Ab I and Cry35Abl iucludiug copies of 
references 46714101 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Burns, Ph.D. June I, 2011 
Regulatoty Affairs Mana •cr 

EPA Form 8570-35 (9-97) ElectroniC and Paper verstons available. Submtt only Papsr vsrston. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washinaton, D.C. 20460 
Paperwork Reduction Act Not lee: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
40t M Street, S.W., Washinoton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June I, 2011 EPA Rc!!. No./Filc Symbol: 68467-5 \ Page 62 of 64 

Applicant's/Rcgistrant's Name & Address: 

Monsanto Comn~nv, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Hercu lex® R W insect Protection 
Ingredient B.r Cry34Ab 1 and Cry35Ab 1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP t 7662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Studv Name MR!DNumbcr Submitter Status Note 

Preliminary rcsistullcc monitoring plan for Cry34/35Ab I 
com event DAS-59122-7 46769201 68467 PER 

Detailed resistance monitoring plan for Cry34/35Abl 
com event DAS-59122-7 47334201 68467 PER 

F.valuation of potential dietary effects ofCry34/35Abl 
protein on insidious floJVcr bUgs, Ol'i11s ;nsidios"·'· 
(Hcmi"tcra: Anthocoridac) 47436701 68467 PER 

Mo11itoring com root worm susceptibility to Cry34/35Abl 
CVCIIt DAS-59122-7: 2007 iiiSCCI collections 47522501 68467 PER 

Three-Ycur Field Monitoriug of Cry34/J5Abl and Cry! F 
~ Cry34/35Ab I Maize Hybrids for Nontarget Arthropod 
Effects 47870301 68467 reR 

Monitoring com rootworm susceptibility to Cry34/35Ab I 
event DAS-59122 7:2008 inscctcollcctions 47900801 68467 PER 

Signature Name and Title Date 

See Page I for Signature 1. Austin Bums, Ph.D. June I, 2011 
Rei!:ulatory Affairs Manager 

EPA Form 8570-35 (9-97) Electronte and Paper vers1ons available. Submit only Paper verston. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washiflgton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June 10, 2011 EPAReg. No./Fi!e Symbol: 68467-5 l Page 63 of64 
Applicant's/Registrant's Name & Address: 
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.r. Cry34Abl and Cry35Ab I Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MR!D Numbcy Submitter Status Note 

Soil accumulation ofCry34Abt and Cry35Ab! proteills 
after three years of cropping with DAS-59122-7 com 47959501 68467 PER 

Investigating performance of Hercu!ex 1M RW and 
Hercu!ex TM XTRA UndCI" Commercia! Use 48045501 68467 PER 

Monitoring Coni Root worm Susceptibility to 
Cry34/35Abl Event DAS-59122-7: 2009 Growing 
Season 4827970t 68467 PER 
20!0 Inscrt Resistance Management Compliance 
Assurance Prognlm for Com Borer Protected Bt Com, 
Com Rootworm Protcrted B1 Com, and Com Borer/Com 
Rootwonn-Protcrted Stacked Bt Com 4837500t 68467 PER 

Signature Name and Title Date 

See Page 1 for Signature J. Austin Bums, Ph.D. Junel,20II 

Regulatory Affairs Manager 
. . EPA Form 8570 35 (9 97) Electronic and Paper verstons avatlable. Submtl only Paper verston . Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WashinQton D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., WashLr19ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: June ro, 2011 EPA Reg. No./File Symbol: 68467-5 I Page64of64 
Apptieant's/Reg;strant's Name & Address: 

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection 
Ingredient B.t. Cry34Abl and Cry35Abllnsecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in com (OECD Identifier: DAS-
59122-7) 

Guideline Reference Number Guideline Study Name MRJDNumbcr Submitter Status Note 
Enhanced Insect Resistance Management Compliance 
Assurance Program for Com Borer Protected Bt Com, 
Com Rootwonn Protected Bt Com, and Com Borer/Com 
Rootwonn-Protected Stacked Bt Com 48375101 68467 PER 

Revi~cd Guideli1tcs for Evaluating Une.xpectcd Com 
Rootwo!lll Damage in Herculex® RW and Her~:ulex® 
XTRA 48430701 68467 PER 

Signature Name and Title Dato 
See Page 1 for Signature J. Austin Bums, Ph.D. June1,2011 

Regu!at~Affairs Manager 
EPA Fo1m 8570-35 (9-97) Electron1c and Paper vers1ons ava1lable. Submit only Paper vers1on. Agency Internal Use Copy 
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SUMMARY OF THE APPLICATION 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Insect Protected, Herbicide-Tolerant 
Com, obtained a conditional registration, EPA Reg. No. 524-581 on July, 20, 2009. The 
initial time-limited registration expires on November 20, 2011. This application request is to 
extend EPA registration 524-581 to a 15-year registration based on the EPA's science 
assessment that this product is at least 150% as durable as a baseline single toxin product 
with a 20% external refuge. This request category follows EPA's revised registration 
duration scheme for PIP products representing reduced risk for developing insect resistance 
(Optimum® AcreMax™ B.t. Com Seed Blends BRAD; August 4, 2010, p19). 

Monsanto Company ll-CR-192E-IR Page 82 of 108 
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PRODUCT LABEL 

The subject ofthis application is for the Bacillus thuringiensis CrylA.l 05, Cry2Ab2, Cry IF, 
Cry3Bbl, Cry34Abl, and Cry35Ab I proteins and the genetic materials (PV-ZMIR245, PV
ZMJR39, PHP8999, and PHP17662) necessary for their production in field com containing 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7. No substantive changes to the label 
for MON 89034 x TCI507 x MON 88017 x DAS-59122-71nsect-Protected, Herbicide
Tolerant Com in EPA Reg. No. 524-581, as updated Feb. 18, 2010, are being requested. The 
patent numbers have been updated. Five copies of the proposed label are attached. 

Monsanto Company 11-CR-l92E-lR Page 83 of l 08 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate brand name: Genuity'"" SmartStaxnl) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.l 05 protein and the genetic material necessary (vector PV-ZMIR245) 
for its production in corn event MON 89034 .............................................................................. ::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for 
its production in corn event MON 89034 .................................................................................... :'S 0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its 
production in com event TC1507 ................................................................................................ ::; 0.0012%* 

Bacillus thuringiensis Cry3Bb I protein and the genetic material necessary (vector PV-ZMIR39) for 
its production in com event MON 88017 .................................................................................... ::; 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662) for its 
production in com event DAS-59122-7 ...................................................................................... ::; 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and. the genetic material necessary (vector PHP!7662) for its 
production in com event DAS-59122-7 ...................................................................................... ::; 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
necessary (vector PV-ZMIR39) for its production in corn event MON 88017 ........................... :'S 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors 
PHP 17622 and PHP8999) for its production in com event TC1507 and DAS-59122-7 .......... ::; 0.00045%* 

*Maximum percent ( wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
NET CONTENTS __ _ 

EPA Registration No. 524-58I 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 
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} 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this prod\JCt in any manner inconsistent with its labeling. Information 
regarding commercial production reflected here and in the terms and conditions of this registration must be 
included in the Grower Guide. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects com crops from leaf, stalk, and ear damage 
caused by com borers and root damage caused by com rootwonn larvae. In order to minimize the risk of these 
pests developing resistance to MON 89034 x TC1507 x MON 88017 x DAS-59122~7 com, an insect resistance 
management plan must be implemented which includes planting of a structured refuge. Growers who fail to 
comply with the IRM requirements risk losing access to Monsanto's com PIP products. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of 
20,000 acres per county and up to a combined US total of250,000 acres per PIP active ingredient per year. 

A common refuge must be planted for both corn borers and com rootworms. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootworms or corn borers. The refuge 
and MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn should be sown on the same day, or with the 
shortest window possible between planting dates to ens\rre that com root development is similar among 
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 corn must also be planted on rotated ground. If the combined refuge is planted on continuous com, the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated 
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on 
the planting ofMON 89034 x TC 1507 x MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions 
and the insect pressure present in those locations. 

If insecticides are applied to the refuge for control ofCRW adults, the same treatment must also be applied in 
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7. 

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7-are 
available to growers. These options are based on the planting ofMON 89034 x TCl507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge 
sizes for these regions are either 5% (i.e. 5 acres ofnon-Bt com for every 95 acres MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 planted) or 20% (20 acres ofnon-Bt corn for every 80 acres ofMON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below: 

Region Refuge size In-field or Refuge separated 
adjacent refuge by up to Y2 mile 

allowed allowed 
Cotton growing where CEW is a significant pest 20% non-Bt y" y" 
and WCRW, NCRW and MCRW are not com 
significant: NC, SC, GA, FL, 1N (only the 
counties of Carroll, Chester, Crockett, Dyer, 
Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton), AL, 
MS, LA, AR, VA (only the counties of 
Dinwiddie, Franklin City, Greens ville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex) 

Monsanto Company ll-CR-192E-1R Page 85 of I 08 
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Cotton growing where CEW is a significant pest 20% non~Bt Ye' No 
and WCRW, NCRW, and/or MCRW are com 
significant: TX (except the counties of Carson, 
Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
Shennan), OK (only the counties of Beckham, 
Caddo, Comanche, Custer, Greer, Harmon, 
Jackson, Kay, Kiowa, Tillman, and Washita), 
MO (only the counties of Dunklin, New Madrid, 
Pemiscot, Scott, and Stoddard) 
Cotton growing where CEW is not a significant 5% non-Bt com Ye' y" 
pest and WCRW, NCRW and MCRW are not 
significant: NM, AZ, CA, NV 

Non-cotton growing where WCRW, NCRW 5% non-Bt com y" y" 
and MCRW are not significant: OR, WA, ID, 
MT, WY, UT, VA (except the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), WV, PA, MD, DE, 
CT, Rl, NJ, NY, ME, MA, NH, VT, HI, AK, 
TN (except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, Obion, 
Rutherford, Shelby, and Tipton) 
Non-cotton-growing where WCRW, NCRW 5% non-Bt com Ye' No 
and/or MCRW are significant: KS, NE, SD, 
ND, MN, IA, MO (except the counties of 
Dunklin, New Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, MI, IN, OH, KY, CO, OK 
(except the counties of Beckham, Caddo, 
Comanche, Custer, Greer, Harmon, Jackson, 
Kay, Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherma~) 

If com rootwonns are significant within a region, the structured refuge must be planted as an in-field or 
adjacent refuge using com hybrids that do not contain Bt technologies for the control of com borers or com 
rootwonns. It can be planted as a block within or adjacent (e.g., across the road) to the MON 89034 x TC1507 
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the f1eld), or in-field strips. If perimeter or 
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected 
from lepidopteran damage by use ofnon-Bt insecticides if the population of one or more target lepidopteran 
pests ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide; 
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period ofCRW 
adult emergence. Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 
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Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

Refuge 
Non-Bt corn 

If com rootworrns are not significant within a region, the structured refuge may be planted as an in-field or 
adjacent refuge. or as a separate block that is within Y2 mile of the MON 89034 x TCI507 x MON 88017 x 
DAS-59122-7 field. The structured refuge must be planted with com hybrids that do not contain Bt 
technologies for the control of com borers or com rootworrns. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A 
schematic of one refuge option with the refuge planted within a Y2 mile of the MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 field is shown below: 

Separated Structured Refuge 

.::; Y.! mile 
MON 89034 x TC1507 x 

MON 88017 x OAS-59122-7 

-

+--
Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiose!la 
Diatraea crambidoides 
He!icoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Elasmopa!pus lignosel!us 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifora zeae 

Sales of com hybrids that contain Monsanto's Bt com plant pesticide must be accompanied by a IRM/Grower 
Guide which includes information on planting, production, and insect resistance management and notes that 
routine applications of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow AgroSciences' 
research programs, offering unique genetic characteristics for specific grower needs and may be protected by 
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 
5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542, 
6645497,6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862,7618942, 
7927598, and RE39247. 

EPA Accepted: _; _; _ 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate brand name: Genuityn.t SmartStaxn') 

(OECD Unique Identifier: MON-89034-3 x DAS- 0I507-l x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.l05 protein and the genetic material necessary (vector PV-ZMIR245) 
for its production in com event MON 89034 .............................................................................. ::: 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for 
its production in com event MON 89034 .................................................................................... ::;: 0.0053%* 

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999) for its 
production in com event TC1507 ................................................................................................ :5. 0.0012%* 

Bacillus thuringiensis Cry3Bb 1 protein and the genetic material necessary (vector PV-ZMIR39) for 
its production in com event MON 88017 .................................................................................... ::: 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP 17662) for its 
production in com event DAS-59122-7 ...................................................................................... ::: 0.0194%* 

Bacillus thuringiensis Cry35Ab 1 protein and-the genetic material necessary (vector PHP17662) for its 
production in com event DAS-59122-7 ...................................................................................... ::;: 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
necessary (vector PV-ZMIR39) for its production in com event MON 88017 ........................... ::::; 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors 
PHP17622 and PHP8999) for its production in com event TCt507 and DAS-59122-7 .......... ::: 0.00045%* 

*Maximum percent (wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
NET CONTENTS __ _ 

EPA Registration No. 524-58I 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
SI. Louis, MO 63167 
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) 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information 
regarding commercial production reflected here and in the terms and conditions of this registration must be 
included in the Grower Guide. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects com crops from leaf, stalk, and ear damage 
caused by corn borers and root damage caused by com rootworm larvae. In order to minimize the risk of these 
pests developing resistance to MON 89034 x TCI507 x MON 88017 x DAS-59122-7 com, an insect resistance 
management plan must be implemented which includes planting of a structured refuge. Growers who fail to 
comply with the IRM requirements risk losing access to Monsanto's com PIP products. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of 
20,000 acres per county and up to a combined US total of 250,000 acres per PIP active ingredient per year. 

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be planted with 
corn hybrids that do not contain Bt technologies for the control of com rootworrns or com borers. The refuge 
andMON 89034 x TCI507 x MON 88017 x DAS-59122-7 corn should be sown on the same day, or with the 
shortest window possible between planting dates to ensure that com root development is similar among 
varieties. Ifthe refuge is planted on rotated ground, then the MON 89034 x TCI507 x MON 88017 x DAS-
59122-7 com must also be planted on rotated ground. If the combined refuge is planted on continuous com, the 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated 
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on 
the planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions 
and the insect pressure present in those locations. 

If -insecticides are applied to the refuge for control of CRW adults, the same treatment must also be applied in 
the same timeframe to MON 89034 x TCI507 x MON 88017 x DAS-59122-7. 

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 are 
available to growers. These options are based on the planting ofMON 89034 x TCI507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge 
sizes for these regions are either 5% (i.e. 5 acres ofnon-Bt com for every 95 acres MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 planted) or20% (20 acres of non-Bt com for every 80 acres ofMON 89034 x 

TCI507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below: 

Region Refuge size In-field or Refuge separated 
adjacent refuge by up to r~ mile 

allowed allowed 
Cotton growing where CEW is a significant pest 20% non-Bt Y<' Yes 
and WCRW, NCRW and MCRW are not oorn 
significant NC, SC, GA, FL, TN (only the 
counties of Carroll, Chester, Crockett, Dyer, 
Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton), AL, 
MS, LA, AR, VA (only the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex) 
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Cotton growing where CEW is a significant pest 20% non-Bt y, No 
and WCRW, NCRW, and/orMCRW are com 
significant: TX (except the counties of Carson, 
Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
Sherman), OK (only the counties of Beckham, 
Caddo, Comanche, Custer, Greer, Harmon, 
Jackson, Kay, Kiowa, Tillman, and Washita), 
MO (only the counties of Dunklin, New Madrid, 
Pemiscot, Scott, and Stoddar~l) 
Cotton growing where CEW is not a significant 5% non-Bt com YO' y, 
pest and WCRW, NCRW andMCRW are not 
significant: NM, AZ, CA, NV 

Non-cotton growing where WCRW, NCRW 5% non-Bt com YO' Yes 
and MCRW are not significant OR, WA, ID, 
MT, WY, UT, VA (except the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), WV, PA, MD, DE, 
CT, Rl, NJ, NY, ME, MA, NH, VT, HI, AK, 
TN (except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, Obion, 
Rutherford, Shelby, and Tipto;1) 
Non-cotton-growing where WCRW, NCRW 5% non-Bt com YO' No 
and/or MCRW are significant KS, NE, SO, 
NO, MN, IA, MO (except the counties of 
Dunklin, New Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, Ml, IN, OH, KY, CO, OK 
(except the counties of Beckham, Caddo, 
Comanche, Custer, Greer, Hannon, Jackson, 
Kay, Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Oallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Shennan) 

If com rootwonns are significant within a region, the_structured refi.Jge must be planted as an in-field or 
adjacent refuge using com hybrids that do not contain Bt technologies for the control of com borers or com 
rootworms. It can be planted as a block within or adjacent(e.g., across the road) to the MON 89034 x TCI507 
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field), or in-field strips. If perimeter or 
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected 
from lepidopteran damage by use ofnon-Bt insecticides if the population of one or more target lepidopteran 
pests ofMON 89034 x TC1507 x MON 88017 x OA.S-59122-7 in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CR W damage by an appropriate seed treatment or soil insecticide; 
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period ofCRW 
adult emergence. Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 
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Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

Refuge 
Non-Bt corn 

If corn rootwonns are not significant within a region, the structured refuge may be planted as an in-field or 
adiacent refuge. or as a separate block that is within Y2 mile of the MON 89034 x TC!507 x MON 88017 x 
DAS-59122-7 field. The structured refuge must be planted with corn hybrids that do not contain Bt 
technologies for the control of corn borers or com rootwonns. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A 
schematic of one refuge option with the refuge planted within a Y2 mile of the MON 89034 x TCI507 x MON 
88017 x DAS-59122-7 field is shown below: 

Separated Structured Refuge 

::;~mile 

MON 89034 X TC1507 x 
MON 88017 x DAS-59122-7 

+-

'--

I-
Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earwonn (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean ctttworm (WBC) 
Black cutworm 

Western com rootworm (WCR W) 
Northern com rootwonn (NCRW) 
Mexican corn rootworm (MCR W) 

Ostrinia nubila/is 
Diatraea grandiosella 
Diatraea crambidoides 
He!icoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Elasmopa/pus lignose/lus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of com hybrids that contain Monsanto's Bt com plant pesticide must be accompanied by a IRM/Grower 
Guide which includes information on planting, production, and insect resistance management and notes that 
routine applications of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 
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MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow AgroSciences' 
research programs, offering unique genetic characteristics for specific grower needs and may be protected by 
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 
5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542, 
6645497,6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862,7618942, 
7927598, and RE39247. 

EPA Accepted: _; _/ _ 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate brand name: GenuityTM SmartStaxTM) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-l x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis CrylA.105 protein and the genetic material necessary (vector PV-ZMIR245) 
for its production in com event MON 89034 .............................................................................. :5 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for 
its production in com event MON 89034 .................................................................................... :5 0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its 
production in corn event TC1507 ................................................................................................ :5 0.0012%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary (vector PV-ZMlR39) for 
its production in corn event MON 88017 .................................................................................... :5 0.0079%* 

Bacillus thuringiensis Cry34Ab1 protein and the genetic material necessary (vector PHP 17662) for its 
production in corn event DAS-59I22-7 ...................................................................................... :5 0.0194%* 

Bacillus thuringiensis Cry35Abi protein and the genetic material necessary (vector PHP17662) for its 
production in corn event DAS-59122-7 ...................................................................................... :5 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
necessary (vector PV -ZMIR39) for its production in corn event MON 88017 ........................... ::::; 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors 
PHP17622 and PHP8999) for its production in corn event TC1507 and DAS-59122-7 .......... :::; 0.00045%* 

*Maximum percent (wtlwt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS·~--

EPA Registration No. 524-581 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63I67 
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DIRECTIONS FOR USE 

lt is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information 
regarding commercial production reflected here and in the terms and conditions of this registration must be 
included in the Grower Guide. 

MON 89034 x TCl507 x MON 88017 x DAS-59122-7 protects com crops from leaf, stalk, and ear damage 
caused by com borers and root damage caused by corn rootworm larvae. ln order to minimize the risk of these 
pests developing resistance to MON 89034 x TCl507 x MON 88017 x DAS-59122-7 com, an insect resistance 
management plan must be implemented which includes planting of a structured refuge. Growers who fail to 
comply with the IRM requirements risk losing access to Monsanto's com PlP products. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of 
20,000 acres per county and up to a combined US total of250,000 acres per PIP active ingredient per year. 

A common refuge must be planted for both com borers and com rootworms. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootworms or com borers. The refuge 
and MON 89034 x TCI507 x MON 88017 x DAS-59122-7 com should be sown on the same day, or with the 
shortest window possible between planting dates to ensure that com root development is similar among 
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TCI507 x MON 88017 x DAS-
59122-7 com must also be planted on rotated ground. If the combined refuge is planted on continuous com, the 
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated 
land (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on 
the planting ofMON 89034 x TCl507 x MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions 
and the insect pressure present in those locations. 

If insecticides are applied to the refltge for control of CR W adults, the same treatment must also be applied in 
the same timeframe to MON 89034 x TCI507 x MON 88017 x DAS-59122-7. 

Several options for deployment of the refuge for MON 89034 x TCl507 x MON 88017 x DAS-59122-7 are 
available to growers. These options are based on the planting ofMON 89034 x TCl507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge 
sizes forthese regions are either 5% (i.e. 5 acres ofnon-Bt com for every 95 acres MON 89034 x TCI507 x 
MON 88017 x DAS-59122-7 planted) or20% (20 acres ofnon-Bt com for every 80 acres ofMON 89034 x 
TCl507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below: 

Region Refuge size In-field or Refuge separated 
adjacent refuge by up to Yz mile 

allowed allowed 
Cotton growing where CEW is a significant pest 20% non-Bt Yos Ye' 
and WCRW, NCRW and MCRW are not com 
significant: NC, SC, GA, FL, TN (only the 
counties of Carroll, Chester, Crockett, Dyer, 
Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton), AL, 
MS, LA, AR, VA (only the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex) 
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Cotton growing where CEW is a significant pest 20% non-Bt YO' No 
and WCRW, NCRW, and/or MCRW are com 
significant: TX (except the counties of Carson, 
Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
Shennan), OK (only the counties of Beckham, 
Caddo, Comanche, Custer, Greer, Hannon, 
Jackson, Kay, Kiowa, Tillman, and Washita), 
MO (only the counties of Dunklin, New Madrid, 
Pemiscot, Scott, and Stoddard) 
Cotton growing where CEW is not a significant 5% non-Bt corn Yes y" 
pest and WCRW, NCRW and MCRW are not 
significant: NM, AZ, CA, NV 

Non-cotton growing where WCRW, NCRW 5% non-Bt com Yes y" 
andMCRW are not significant; OR, WA, 10, 
MT, WY, UT, VA (except the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), WV, PA, MD, DE, 
CT, Rl, NJ, NY, ME, MA, NH, VT, HI, AK, 
TN (except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, Obion, 
Rutherford, Shelby, and Tipto;) 
Non-cotton-growing where WCRW, NCRW 5% non-Bt com Yes No 
and/or MCRW are significant KS, NE, SD, 
ND, MN, lA, MO (except the counties of 
Dunklin, New Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, MI, IN, OH, KY, CO, OK 
(except the counties of Beckham, Caddo, 
Comanche, Custer, Greer, Hannon, Jackson, 
Kay, Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherma~) 

If com rootworms are significant within a region, the structured refuge must be planted as an in-field or 
adjacent refuge using com hybrids that do not contain Bt technologies for the control of com borers or com 
rootworms. It can be planted as a block within or adjacent (e.g., across the road) to the MON 89034 x TC1507 
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field), or in-field strips. If perimeter or 
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected 
from lepidopteran damage by use ofnon-Bt insecticides if the population of one or more target lepidopteran 
pests ofMON 89034 x TC 1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CR W damage by an appropriate seed treatment or soil insecticide; 
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period ofCRW 
adult emergence. Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 
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Structured Refuge 

MON 89034 xTC1507 x 
MON 88017 x OAS-59122-7 --+- Refuge 

Non-Bt Corn 

If com rootworms are not significant within a region, the structured refuge may be planted as an in-field or 
adjacent refuge. or as a separate block that is within Yz mile of the MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 field. The structured refuge must be planted with com hybrids that do not contain Bt 
technologies for the control of com borers or com rootworms. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A 
schematic of one refuge option with the refuge planted within a Y2 mile of the MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 field is shown below: 

Separated Structured Refuge 

:5 Vz mile 
MON 89034 x TC1507 x 

MON 88017 x DAS-59122-7 

--
Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European corn borer {ECB) 
Southwestern com borer {SWCB) 
Southern cornstalk borer {SCSB) 
Com earworm (CEW) 
Fall armywonn (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer {SCB) 
Western bean cutworm {WBC) 
Black cutworm 

Western com rootworm (WCR W) 
Northern com rootwonn (NCRW) 
Mexican com rootworm {MCRW) 

Ostrinia nubila!is 
Diatraea grandiosella 
Dlatraea crambidoides 
Helicoverpa zea 
Spodopterafmgiperda 
Papaipema nebris 
Elasmopalpus lignosel/lts 
Diatraea sacchara!is 
Richia a!bicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of corn hybrids that contain Monsanto's Bt com plant pesticide must be accompanied by a IRM!Grower 
Guide which includes information on planting, production, and insect resistance management and notes that 
routine applications of insecticides to control these insects are usually unnecessary when corn containing the Bt 
proteins is planted. 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow AgroSciences' 
research programs, offering unique genetic characteristics for specific grower needs and may be protected by 
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 
5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542, 
6645497,6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862,7618942, 
7927598, and RE39247. 

EPA Accepted: _/_I_ 

Monsanto Company 11-CR-192E-1R Page 98 of 108 



106

I 

Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate brand name: GenuityTM SmartStaxTM) 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.l 05 protein and the genetic material necessary (vector PV-ZMIR245) 
for its production in corn event MON 89034 .............................................................................. ::; 0.0026%* 

Bacillus thtlringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for 
its production in com event MON 89034 .................................................................................... ::; 0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its 
production in com event TC1507 ................................................................................................ ::; 0.0012%* 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-ZMIR39) for 
its production in corn event MON 88017 .................................................................................... .:5 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662) for its 
production in com event DAS-59122-7 ...................................................................................... ::; 0.0194%* 

Bacillus thuringiensis Cry35Ab1 protein and the genetic material necessary (vector PHP17662) for its 
production in com event DAS-59122-7 ...................................................................................... :5 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
necessary (vector PV -ZMIR39) for its production in corn event MON 88017 ........................... ::; 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors 
PHP 17622 and PHP8999) for its production in com event TC1507 and DAS-59122-7 .......... :5 0.00045%* 

*Maximum percent (wt/wt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
NET CONTENTS. __ _ 

EPA Registration No. 524-581 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Information 
regarding commercial production reflected here and in the terms and conditions of this registration must be 
included in the Grower Guide. 

MON 89034 x TC 1507 x MON 88017 x DAS-59 I22-7 protects com crops from leaf, stalk, and ear damage 
caused by com borers and root damage caused by com rootworm larvae. In order to minimize the risk of these 
pests developing resistance to MON 89034 x TC!507 x MON 88017 x DAS-59122-7 com, an insect resistance 
management plan must be implemented which includes planting of a structured refuge. Growers who fail to 
comply with the IRM requirements risk losing access to Monsanto's com PIP products. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of 
20,000 acres per county and up to a combined US total of250,000 acres per PIP active ingredient per year. 

A common refuge must be planted for both com borers and com rootwonns. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootworms or com borers. The refuge 
and MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 com should be sown on the same day, or with the 
shortest window possible between planting dates to ensure that com root development is similar among 
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 com must also be planted on rotated ground. If the combined refuge is planted on continuous com, the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated 
!and (option encouraged where WCRW rotation resistant biotype may be present). Refuge options are based on 
the planting ofMON 89034 x TCI507 x MON 88017 x DAS-59122-7 in cotton or non-cotton growing regions 
and the insect pressure present in those locations. 

If insecticides are applied to the refuge for control ofCRW adults, the same treatment must also be applied in 
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7. 

Several options for deployment of the refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 are 
available to growers. These options are based on the planting ofMON 89034 x TC1507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge 
sizes for these regions are either 5% (i.e. 5 acres ofnon-Bt com for every 95 acres MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 planted) or 20% (20 acres ofnon-Bt corn for every 80 acres ofMON 89034 x 
TC1507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below: 

Region Refuge size In-field or Refuge separated 
adjacent refuge by up to \12 mile 

allowed allowed 
Cotton growing where CEW is a significant pest 20% non-Bt y" y" 
and WCRW, NCRW and MCRW are not corn 
significant: NC, SC, GA, FL, TN (only the 
counties of Carroll, Chester, Crockett, Dyer, 
Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton), AL, 
MS, LA, AR, VA (only the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
Citv, Surrev, and Sussex) 
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Cotton growing where CEW is a significant pest 20% non-Bt y" No 
and WCRW, NCRW, and/or MCRW are com 
significant: TX (except the counties of Carson, 
Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
Shennan), OK (only the counties of Beckham, 
Caddo, Comanche, Custer, Greer, Hannon, 
Jackson, Kay, Kiowa, Tillman, and Washita), 
MO (only the counties of Dunklin, New Madrid, 
Pemiscot, Scott, and Stoddard) 
Cotton growing where CEW is not a significant 5% non-Bt corn y" y" 
pest and WCRW, NCRW and MCRW are not 
significant: NM, AZ, CA, NV 

Non-cotton growing where WCRW, NCRW 5% non-Bt com y" y" 
and MCRW are not significant OR, WA, ID, 
MT, WY, UT, VA(except the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), WV, PA, MD, DE, 
CT, RJ, NJ, NY, ME, MA, NH, VT, HI, AK, 
TN (except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, Obion, 
Rutherford, Shelby, and Tipton) 
Non-cotton-growing where WCRW, NCRW 5% non-Bt com y" No 
and/or MCRW are significant: KS, NE, SD, 
ND, MN, IA, MO (except the counties of 
Dunklin, New Madrid, Pemiscot, Scott,_ and 
Stoddard), IL, WI, MI, IN, OH, KY, CO, OK 
(except the counties of Beckham, Caddo,_ 
Comanche, Custer, Greer, Harmon, Jackson, 
Kay, Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherman) 

If corn rootworms are significant within a region, the structured refuge must be planted as an in-field or 
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of corn borers or com 
rootworms. It can be planted as a block within or adjacent (e.g., across the road) to the MON 89034 x TCI507 
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field), or in-f1eld strips. If perimeter or 
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected 
from lepidopteran damage by use ofnon-Bt insecticides if the population of one or more target lepidopteran 
pests ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide; 
however, insecticides labeled for adult CR W control must be avoided in the refuge during the period of CR W 
adult emergence. Economic thresholds will be determined using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 
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Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

Refuge 
Non-Bt Corn 

If corn rootworms are not significant within a region, the structured refuge may be planted as an in-field or 
adjacent refuge. or as a separate block that is within Yz mile of the MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 field. The structured refuge must be planted with com hybrids that do not contain Bt 
technologies for the control of com borers or com rootworms. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A 
schematic of one refuge option with the refuge planted within a Yz mile of the MON 89034 x TC1507 x MON 
88017 x DAS-59122-7 field is shown below: 

Separated Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

:S Yz mile 

-

Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European corn borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworrn (MCRW) 

Ostrinio nubilalis 
Diatraea grandiose/fa 
Diatraea crambidoides 
Helicoverpa zea 
Spodopterafrugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diotraea saccharalis 
Richia albic:osta 
Agrotis ipsilon 

Diabrotica virgifero virgifera 
Diobrotica barberi 
Diabrotica virgifera zeoe 

Sales of corn hybrids that contain Monsanto's Bt com plant pesticide must be accompanied by a lRM/Grower 
Guide which includes information on planting, production, and insect resistance management and notes that 
routine applications of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow AgroSciences' 
research programs, offering unique genetic characteristics for specific grower needs and may be protected by 
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 
5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542, 
6645497,6713063,6962705,7064249,7070982,7112665,7227056,7250501,7304206,7544862,7618942, 
7927598, and RE39247. 

EPA Accepted; _/ _! _ 
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Plant-Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect-Protected, Herbicide-Tolerant Corn 

(Alternate brand name: GenuityTM SmartStaxn') 

(OECD Unique Identifier: MON-89034-3 x DAS- 01507-1 x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 
Bacillus thuringiensis Cry1A.l05 protein and the genetic material necessary (vector PV-ZMIR245) 
for its production in corn event MON 89034 .............................................................................. ::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-ZMIR245) for 
its production in corn event MON 89034 .................................................................................... ::; 0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its 
production in com event TCI507 ................................................................................................ ::; 0.0012%* 

Bacillus thuringiensis Cry3Bb I protein and the genetic material necessary (vector PV-ZMIR39) for 
its production in corn event MON 88017 .................................................................................... ::; 0.0079%* 

Bacillus thnringiensis Cry34Abi protein and the genetic material necessary (vector PHP!7662) for its 
production in corn event DAS-59122-7 ...................................................................................... ::; 0.0194%* 

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector PHP17662) for its 
production in com event DAS-59122-7 ...................................................................................... :S: 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material 
necessary (vector PV -ZMIR39) for its production in com event MON 88017 ........................... S 0.0052%* 

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary (vectors 
PHP17622 and PHP8999) for its production in corn event TC!507 and DAS-59122-7 .......... ::; 0.00045%* 

*Maximum percent ( wtlwt) of dry forage 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

NET CONTENTS ____ _ 

EPA Registration No. 524-58I 

EPA Establishment No. 524-M0-002 

Monsanto Company 
800 North Lindbergh Blvd. 
St. Louis, MO 63167 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Infonnation 
regarding commercial production reflected here and in the tenns and conditions of this registration must be 
included in the Grower Guide. 

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects com crops from leaf, stalk, and ear damage 
caused by com borers and root damage caused by com rootworm larvae. In order to minimize the risk of these 
pests developing resistance to MON 89034 x TC 1507 x MON 88017 x DAS-59122-7 com, an insect resistance 
management plan must be implemented which includes planting of a stmctured refuge. Growers who fail to 
comply with the IRM requirements risk losing access to Monsanto's com PIP products. 

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com up to a total of 
20,000 acres per county and up to a combined US total of250,000 acres per PIP active ingredient per year. 

A common refuge must be planted for both com borers and com rootwonns. The refuge must be planted with 
com hybrids that do not contain Bt technologies for the control of com rootwonns or com borers. The refuge 
andMON 89034 x TC1507 x MON 88017 x DAS-59122-7 com should be sown on the same day, or with the 
shortest window possible between planting dates to ensure that com root development is similar among 
varieties. If the refuge is planted on rotated ground, then the MON 89034 x TC 1507 x MON 88017 x DAS-
59122-7 com must also be planted on rotated ground. If the combined refuge is planted on continuous com, the 
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field may be planted on either continuous or rotated 
land (option encoumged where WCRW rotation resistant biotype may be present). Refuge options are based on 
the planting ofMON 89034 x TC 1507 x MON 88017 x DAS-59!22-7 in cotton or non-cotton growing regions 
and the insect pressure present in those locations. 

If insecticides are applied to the refuge for control ofCRW adults, the same treatment must a:lso be applied in 
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7. 

Severn! options for deployment of the refuge for MON 89034 x TC 1507 x MON 88017 X DAS-59122-7 are 
available to growers. These options are based on the planting of MON 89034 x TC 1507 x MON 88017 x DAS-
59122-7 in cotton or non-cotton growing regions and the insect pressure present in those locations. The refuge 
sizes for these regions are either 5% (i.e. 5 acres of non-Bt com for every 95 acres MON 89034 x TC!507 x 
MON 88017 x DAS-59122-7 planted) or 20% (20 acres ofnon-Bt com for every SO acres ofMON 89034 x 
TC!507 x MON 88017 x DAS-59122-7 planted), and are presented in the table below: 

Region Refuge size In-field or Refuge separated 
adjacent refuge by up to Yz mile 

allowed allowed 
Cotton growing where CEW is a significant pest 20% non-Bt y" y" 
and WCRW, NCRW and MCRW are not com 
significant: NC, SC, GA, FL, TN (only the 
counties of Carroll, Chester, Crockett, Dyer, 
Fayette, Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton), AL, 
MS, LA, AR, VA (only the counties of 
Dinwiddie, Franklin City, Greensville, Isle of 
Wight, Northampton, Southampton, Suffolk 
Ci_ty, Surrey, and Sussex) 
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Cotton growing where CEW is a significant pest 20% non-Bt y" No 
and WCRW, NCRW, and/or MCRW are com 
significant: TX (except the counties of Carson, 
Da!lam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
Shennan), OK (only the counties of Beckham, 
Caddo, Comanche, Custer, Greer, Harmon, 
Jackson, Kay, Kiowa, Tillman, and Washita), 
MO (only the counties of Dunklin, New Madrid, 
Pemiscot, Scott, and Stoddard) 
Cotton growing where CEW is not a significant 5% non-Bt com y" y" 
pest and WCRW, NCRW and MCRW are not 
significant: NM, AZ, CA, NV 

Non-cotton growing where WCRW, NCRW 5% non-Bt com y" y" 
and MCRW are not significant: OR, WA, 10, 
MT, WY, UT, VA (except the counties of 
Dinwiddie, Franklin City, Greens ville, Isle of 
Wight, Northampton, Southampton, Suffolk 
City, Surrey, and Sussex), WV, PA, MD, DE, 
CT, Rl, NJ, NY, ME, MA, NH, VT, HI, AK, 
TN (except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, Gibson, 
Hardeman, Hardin, Haywood, Lake, 
Lauderdale, Lincoln, Madison, Obion, 
Rutherford, Shelbv, and Tipto~) 
Non-cotton-growing where WCRW, NCRW 5% non-Bt com y" No 
and/or MCRW are significant: KS, NE, SO, 
NO, MN, IA, MO (except the counties of 
Dunklin, New Madrid, Pemiscot, Scott, and 
Stoddard), IL, WI, Ml, IN, OH, KY, CO, OK 
(except the counties of Beckham, Caddo, 
Comanche, Custer, Greer, Hannon, Jackson, 
Kay, Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherman) 

If com rootwonns are significant within a region, the structured refuge must be planted as an in-field or 
adjacent refuge using corn hybrids that do not contain Bt technologies for the control of corn borers or com 
rootwonns. It can be planted as a block within or adjacent (e.g., across the road) to the MON 89034 x TCI507 
x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips around the field), or in-field strips. If perimeter or 
in-field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can be protected 
from lepidopteran damage by use of non-Bt insecticides if the population of one or more target lepidopteran 
pests ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic thresholds. In 
addition, the refuge can be protected from CRW damage by an appropriate seed treatment or soil insecticide; 
however, insecticides labeled for adult CRW control must be avoided in the refuge during the period ofCRW 
adult emergence. Economic thresholds will be determined using methods reconunended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one common refuge 
deployment option is shown below: 
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Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 <--

Refuge 
Non-Bt Corn 

lfcom rootworms are not significant within a region, the structured refuge may be planted as an in-field or 
adiacent refuge, or as a separate block that is within Y2 mile of the MON 89034 x TC1507 x MON 88017 x 

DAS-59122-7 field. The structured refuge must be planted with com hybrids that do not contain Bt 
technologies for the control of com borers or com rootworms. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop consultants). A 
schematic of one refuge option with the refuge planted within a Y2 mile of the MON 89034 x TC1507 >< MON 
88017 x DAS-59122-7 field is shown below: 

Separated Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

-

Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European com borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Com earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser com stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCRW) 
Northern com rootworm (NCRW) 
Mexican com rootworm (MCRW) 

Ostrinia nubilalis 
Diatraea grandiose!la 
Diatraea crambidoides 
Helicaverpa zea 
Spodaptera frngiperda 
Papaipema nebris 
Elasmopa{plts lignosellus 
Diatraea saccharalis 
Richia albicasta 
Agrotis ipsilan 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of com hybrids that contain Monsanto's Bt com plant pesticide must be accompanied by a IRM/Grower 
Guide which includes information on planting, production, and insect resistance management and notes that 
routine applications of insecticides to control these insects are usually unnecessary when com containing the Bt 
proteins is planted. 
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MON 89034 x TCI507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow AgroSciences' 
research programs, offering unique genetic characteristics for specific grower needs and may be protected by 
one or more of the following U.S. patents: 5322938, 5352605, 5359142, 5378619, 5424412, 5550318, 5554798, 
5641876,5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665,6489542, 
6645497,6713063,6962705,7064249,7070982,7112665, 7227056,7250501,7304206,7544862,7618942, 
7927598, and RE39247. 

EPA Accepted: _}_I_ 
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Monsanto Company 

Office of Pesticide Programs 
Rio pesticides and Pollution 

Prevention Division (7511P) 
Ariel Rios Building 

1200 Pennsylvania Ave., NW 
Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
..x.. Registration 

_ Reregistration 
(under FIFRA, as amended) 

800 North Lindbergh Blvd 
St. Louis, MO 63167 

' ; 
Division prior to use of the label in eomm~rce. In 

EPA Reg. Number: Date of issuance: 

524-581 

'JUL 2 0 2009 

Term oflssuance: 

Name of Pesticide Product 

MON 89034 X TCI507 X MON 
88017 x DAS-59122-7 Insect 
Protected, Herbicide-Tolerant 

this 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, 
Fungicide and Rodenticide Act Registration is in no way to be construed as an eOOorsemenl or recommendation of this product by the Agency. In order 
to protect l1eal!h and the elivironment, the Administrator, on his motion, may at any time suspend or caucelthe registration of a pesticide in accordanCe 
with the Act. The acceptance of any name in connection with the registration of a product under this Act is 1101 to be construed as giving the registrant a 
right to exclusive usc of the name or to its use if it has been covered by others. 

This product is conditionally registered in accordance with FIFRA Sec. 3(C)(7)(A) provided you do 
the following terms and conditions. 

I) Submit and/or cite all data required for registration! registration review of your product under 
FIFRA section 3(c)(5) when the Agency requires all registrants of similar products to submit such 
data. 

2) The subject registration will automatically expire on midnight November 30, 2011. 

3) The subject registration will be limited to MON 89034 x TCI507 x MON 88017 x DAS-59122-7 
in field corn. 

4) Submit the following data in the time frames listed: 

Signature of Approving Official: Date: 
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OPPTS Guideline/ Required Data Due Date 
Study Type 
Insect Resistance To address the uncertainty regarding CR W dose and Report Due 
Management buttress the dose assumptions used in the models, provide I 1130!2010 

additional dose data (using the methods of Storer et al. 
2006) with Cry3Bbl and Cry34/35. Further dose studies 
could also be conducted -with varying egg infestation levels 
(above and below egg levels expected to trigger density-
dependent mortality) to tease out any egg density effects. 
New techniques to assess CR W dose may need to be 
pursued as well, if Monsanto/Dow or academic researchers 
can develop such approaches. 

Insect Resistance Monsanto/Dow conducted modeling simulations to Annually 
Management investigate the effect of initial resistance allele frequency 

(RAF). The results from these simulations with a pyramid First Report 
showed that the initial RAF was insensitive in the model-- Due 11/30/2010 
the final RAF did not increase significantly from the initial 
frequency after I 0 generations of selection (regardless of the 
starting value). Nevertheless, BPPD is still concerned that 
resistance alleles for CRW-targeted Bt traits may be 
relatively common in the field based on published CR W 
selection studies (Lefko et al. 2008; Meihls et al. 2008). 
Monsanto/Dow's modeling has assumed an initial RAF of 
0.001. ThiS may be suitable for other pests (e.g. 
Iepidoptera), but BPPD must consider the possibility that 
actual RAF for CRW iS higher (perhaps close to 0.01). To 
further investigate this issue, resistance selection 
experiments must be conducted to further characterize the 
potential for resistance alleles and frequency of occurrence 
in CR W populations. 

Insect Resistance New model simulations must be conducted to incorporate 
Management new data (i.e. from studies conducted under items above) or Annually 

using possible "worst case" parameters. Although 
Monsanto/Dow's new model silTUllations have been more First Report 
conservative than previous runs, BPPD remains concerned Due 11/30/2010 
that "worst case" scenarios for SmartS tax have not yet been 
fully investigated. CRW-protected corn is highly adopted in 
some areas with heavy infestations so that intense selection 
pressure for resistance can be expected. In light of this, and 
the large proposed reduction in refuge (from 20% to 5%; a 
75% total reduction), BPPD believes that worst case 
analyses are warranted to help determine the potential for 
resistance. In particular, model parameters for dose and 
initial resistance allele frequency could be adjusted to 
include more conservative estimates (e.g. dose ranges< 
94% and RAF > 0.001). 
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5) Submit or cite all data required to support the Herculex Xtra and the MON 89034 x MON 
88017 stacked plant-incorporated protectant products within the timeframes required by the 
terms and conditions of EPA Registration Numbers 68467-6 and 524-576. 

6) You must conunit to do the following Insect Resistance Management Program for MON 
89034 X TC1507 X MON 88017 X DAS-59122-7. 

The required IRM program for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn must 
have the following elements: 

Requirements relating to creation of a non-E! com refuge in conjunction with the planting of any 
acreage ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7corn; 
Requirements for Monsanto to prepare and require MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7 corn users to sign "grower agreements," which impose binding contractual 
obligations on the grower to comply with the refuge requirements; 
Requirements regarding programs to educate growers about IRM requirements; 
Requirements regarding programs to evaluate and promote growers' compliance with IRM 
requirements; 
Requirements regarding programs to evaluate whether there are statistically significant and 
biologically relevant changes in target insect susceptibility to Cry 1A.1 05, Cry2Ab2, Cry3Bb 1, 
CrylF and Cry34Abl!Cry35Abl proteins in the target insects; 
Requirements regarding a "remedial action plan," which contains measures Monsanto would take 
in the event that any field-relevant insect resistance was detected as well as to report on activity 
under the plan to EPA; 

Annual reports on units sold by state (units sold by county level will be made available to the 
Agency upon request), IRM grower agreements results, and the compliance assurance program 
including the educational program on or before January 31st each year, beginning in 2011. 

a) Refuge Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 

These refuge requirements do not apply to seed propagation of inbred and hybrid com seed up to 
a total of20,000 acres per county and up to a combined U.S. total of250,000 acres per PIP active 
ingredient per registrant per year. Grower agreements (also known as stewardship agreements) 
will specifY that growers must adhere to the following refuge requirements as described in the 
grower guide/product use guide and/or in supplements to the grower guide/product use guide. 

A common refuge must be planted for both corn borers and corn rootworms. The refuge must be 
planted with corn hybrids that do not contain Bt teclmologies for the control of corn rootworms 
or corn borers. The refuge and MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn 
should be sown on the same day, or with the shortest window possible between planting dates to 
ensure that corn root development is similar among varieties. If the refuge is planted on rotated 
ground, then the MON 89034 x TCI507 x MON88017 x DAS-59122-7 com must also be 
planted on rotated ground. If the combined refuge is planted on continuous com, the MON 89034 
x TC1507 x MON88017 x DAS-59122-7field may be planted on either continuous or rotated 
land (option encouraged where WCR W rotation resistant biotype may be present). Refuge 
options are based on the planting ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 in 
cotton or non-cotton growing regions and the insect pressure present in those locations. The 
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refuge sizes for these regions are either 20% in cotton growing regions (i.e. 20 acres of non-Bt 
corn for every 80 acres MON 89034 x TCI507 x MON 880 17 x DAS~59I22-7 planted) or 5% in 
non-cotton growing regions (5 acres ofnon~Bt corn for every 95 acres ofMON 89034 x TC1507 
x MON 88017 x DAS~59122-7 planted). If com rootworms are significant within a region, the 
structured refuge must be planted as an in~ field or adjacent refuge using com hybrids that do not 
contain Bt technologies for the control of corn borers or corn rootworms. It can be planted as a 
block within or adjacent (e.g., across the road) to the MON 89034 x TC1507 x MON 88017 x 
DAS-59122-7, perimeter strips (i.e., strips around the field), or in-field strips. If perimeter or in~ 
field strips are implemented, the strips must be at least 4 consecutive rows wide. The refuge can 
be protected from lepidopteran damage by use ofnon~Bt insecticides if the population of one or 
more target lepidopteran pests of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the 
refuge exceeds economic thresholds. In addition, the refuge can be protected from CRW damage 
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult CRW 
control must be avoided in the refuge during the period of CRW adult emergence. If insecticides 
are applied to the refuge for control of CRW adults, the same treatment must also be applied in 
the same timeframe to MON 89034 x TC1507 x MON 88017 x DAS-59122-7. Economic 
thresholds will be determined using methods recommended by local or regional professionals 
(e.g., Extension Service agents, crop consultants). If corn rootworms are not significant within a 
region, the structured refuge may be planted as an in~field or adjacent refuge or as a separate 
block that is within 1/2 mile of the MON 89034 x TC1507 x MON 88017 x DAS-59122-7 field. 
The structured refuge must be planted with corn hybrids that do not contain Bt technologies for 
the control of corn borers or corn rootworms. Economic thresholds will be determined using 
methods recommended by local or regional professionals (e.g., Extension Service agents, crop 
consultants). 

Region Refuge size In-field or Refuge separated 
adjacent by up to 1/2 mile is 
refuge is allowed 
allowed 

Cotton growing where CEW is a 20% non- Yes Yes 
significant pest and WCRW, NCRW and Bt corn 
MCRW are not significant: AR, NC, 
SC,GA, FL, TN (only the counties of 
Carroll, Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, Shelby, and 
Tipton) AL, MS, LA, VA (only the 
counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, 
Southampton, Suffolk City, Surrey, and 
Sussex) 

Cotton growing where CEW is a 20% non- Yes No 
significant pest and WCRW, Bt com 
NCRW, and/or MCRW are significant: 
TX (except the counties of Carson, 
Dallam, Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, and 
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Region Refuge size In-field or Refuge separated 
adjacent by up to 112 mile is 
refuge is allowed 
allowed 

Sherman), OK (only the cmmties of 
Beckham, Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, Kiowa, 
Tillman, and Washita), MO (only the 
counties of Dunkin, New Madrid, 
Pemiscot, Scott, and Stoddard). 

Cotton growing where CEW is not a 5% non-Bt Yes Yes 
significant pest and WCRW, NCR W com 
and MCR Ware not significant; NM, 
AZ,CA,NV 
Non-cotton growing where WCRW, 5% non-Bt Yes Yes 
NCRW and MCRW are not significant corn 
OR, WA, ID, MT, WY, UT, VA (except 
the counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, 
Southampton, Suffolk City, Surrey, and 
Sussex), WV, PA, MD, DE, CT, Rl, NJ, 
NY, ME, MA, NH, VT, HI, AK, 
TN(except the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, Franklin, 
Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelbv, and Tipton) 
Non-cotton growing where WCRW, 5% non-Bt Yes No 
NCRW and/or MCRW are significant: corn 
KS, NE, SD, ND, MN, lA, MO (except 
the counties of Dunkin, New Madrid,. 
Pemiscot, Scott, and Stoddard), IL, WI, 
MI, IN, OH, KY, CO, OK (except the 
counties of Beckham, Caddo, Comanche, 
Custer, Greer, Harmon, Jackson, Kay, .· 
Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallam, Hansford, 
Hartley, Hutchinson, Lipscomb, Moore, 
Ochiltree, Roberts, and Sherm~}. 

b) Grower Agreement for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 Corn 

1) Persons purchasing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 corn must sign a 
grower agreement. The term "grower agreement" refers to any grower purchase contract, license 
agreement, or similar legal document. 
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2) The grower agreement and/or specific stewardship documents referenced in the grower 
agreement must clearly set forth the terms of the current IRM program. By signing the grower 
agreement, a grower must be contractually bound to comply with the requirements of the IRM 
program. 

3) Monsanto must implement a system (equivalent to what is aheady approved for previously 
registered Monsanto Bt com products), which is reasonably likely to assure that persons 
purchasing MON 89034 x TC1507 x MON 88017 x DASM59122M 7 corn will affirm annually that 
they are contractually bound to comply with the requirements of the IRM program. A description 
of the system must be submitted to EPA within 90 days from the date of registration. 

4) Monsanto must use a grower agreement and must submit to EPA, within 90 days from the 
date of registration, a copy of that agreement and any specific stewardship documents referenced 
in the grower agreement. If Monsanto Wishes to change any part of the grower agreement or any 
specific stewardship documents referenced in the grower agreement that would affect either the 
content of the IRM program or the legal enforceability of the provisions of the agreement relating 
to the IRM program, 30 days prior to implementing a proposed change, Monsanto must submit to 
EPA the text of such changes to ensure that it is consistent with the terms and conditions of this 
registration. 

5) Monsanto must implement a system (equivalent to what is already approved for previously 
registered Monsanto Bt corn products), which is reasonably likely to assure that persons 
purchasing MON 89034 x TC1507 x MON .88017 x DASM59122-7 corn sign grower 
agreement(s). A description of the system must be submitted to EPA within 90 days from the 
date of registration. 

6) Monsanto shall maintain records ofal1 MON 89034 x TC1507x MON 88017 x DAS-59122-7 
corn grower agreements for a period of three years from December 31st of the year in which the 
agreement was signed. 

7) Beginning on January 31, 2011 and annually thereafter, Monsanto shall provide EPA with a 
report on the number of units ofMON 89034 x TCl507 x MON 88017 x DASM59122M7 corn 
seed shipped and not returned, and the number of such units that were sold to persons who have 
signed grower agreements. The report shall cover the time frame of a twelve-month period. 
Note: The first report shall contain the specified information from the time frame starting with 
the date of registration and extending through the 2010 growing season. 

8) Monsanto must allow a review of the grower agreements and grower agreement records by 
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including names, personal information, and grower license 
number, will be protected. 

c) IRM Education and IRM Compliance Monitoring Program for MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7Corn 

1) Monsanto must design and implement a comprehensive, ongoing IRM education program 
designed to convey to MON 89034 x TC1507 x MON 88017 x DASM59122-7 corn users the 
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importance of complying with the IRlv[ program. The education program shall involve the use of 
multiple media, e.g. face-to-face meetings, mailing Vlfitten materials, EPA-reviewed language on 
1Rlv1 requirements on the bag or bag tag, and electronic communications such as by internet, 
radio, or television commercials. Copies of the materials will be provided to EPA for their 
records. The program shall involve at least one written communication annually to each MON 
89034 x TC1507 x MON 88017 x DAS-59122-7 corn user separate from the grower technical 
guide. The communication shall inform the user of the current IRM requirements. Monsanto 
shall coordinate its education program with the educational efforts of other registrants and other 
organizations, such as the National Com Growers Association and state extension programs. 

2) Annually, Monsanto shall revise, and expand as necessary, its education program to take into 
account the information collected through the compliance survey and from other sources. The 
changes shall address aspects of grower compliance that are not sufficiently high. 

3) Beginning January 31, 2011, Monsanto must provide a report to EPA summarizing the 
activities it carried out under its education program for the prior year. Annually thereafter, 
Monsanto must provide EPA any substantive changes to its grower education activities as part of 
the overall IRM compliance assurance program report. Monsanto must either submit a separate 
report or contribute to the report from the industry working group, Agricultural Biotedmology 
Stewardship Technical Committee (ABSTC). 

4) Given that MON 89034 x TC1507 x MON 88017 x DAS-59122-7 will likely have different 
refuge strategies for Iepidoptera and CRW than other registered Bt com products, you must 
submit a revised compliance assurance program (CAP) within 90 days of the date of registration. 
This revised CAP must be found acceptable by BPPD by April I, 2010. This strategy should be 

specific for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and the new refuge 
requirements. Availability of non-Bt corn refuge seeds in desirable varieties must be addressed. 
Compliance is an area of ongoing concern --recent data have shown that refuge compliance for 
Bt corn has fallen in recent years. 

d) Insect Resistance Monitoring and Remedial Action Plans for MON 89034 x TCJ507 x 
MON 88017 x DAS-59122-7 Corn 

Existing programs for resistance monitoring and remedial action that were established for MON 
89034 (CrylA.l05 and Cry2Ab2), MON 88017 (Cry3Bbl), and Herculex Xtra (CrylF and 
Cry34/35) should be applicable to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 com. 
In light of potentially lower overall structured Bt com structured refuge, the CRW resistance 
monitoring program must be expanded (i.e. With additional sampling and collection sites or 
improved monitoring techniques). Also, a revised definition of "resistance" may be needed for 
the CR W monitoring and remedial action plans based on recent research and selection 
experiments (Lefko et al. 2008; Meihls et al. 2008). You must submit a revised resistance 
monitoring and remedial action plan within 90 days of the date of registration that must be found 
acceptable to BPPD by April!, 2010. 

A report on results of resistance monitoring and investigations of damage reports must be 
submitted to the Agency annually by August 31st each year, beginning in 2011, for the duration 
of the conditional registration. 
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e) Annual Reporting Requirements for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 
Corn 

I) Annual Sales: reported and summed by state (county level data available by request) 
January 31st each year, beginning in 2011; 

2) Grower Agreements: number of units ofMON 89034 x TC1507 x MON 88017 x DAS-
59122-?com seed shipped or sold and not returned, and the number of such units that were sold 
to persons who have signed grower agreements, January 31st each year, beginning in 2011; 

3) Grower Education: substantive changes to education program completed previous 
year, January 31st each year, beginning in 2011; 

4) Compliance Assurance Program: compliance assurance program activities and results for the 
prior year and plans for the compliance assurance program for the current year, 
January 31st each year, beginning in 20 11; 

5) Compliance Survey Results: results of annual surveys for the prior year and survey 
plans for the current year; full report January 31st each year, beginning in 2011; 

6) Insect Resistance Monitoring Results: results of monitoring and investigations of 
damage reports, August 31st each year, beginning in 2011. 

If these conditions are not complied with, the registration will be subject to cancellation 
in accordance with FlFRA Section 6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A copy of the stamped label is enclosed for your records. 

Enclosure 

Sincerely, 

W. Michael McDavit, Acting Director 
Biopesticides and Pollution 
Prevention Division (7511P) 
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Plant~Incorporated Protectant Label 

MON 89034 X TC1507 X MON 88017 X DAS-59122-7 
Insect~Protected, Herbicide~ Tolerant Corn 

(Alternate brand name: GenuityT1u SmartStaxnf) 

(OECD Unique Identifier: MON-89034-3 x DAS- 0I507-1 x MON-88017-3 x DAS-59122-7) 

Active Ingredients: 

Active Ingredients: 
Bacillus thuringiensis Cry1A.1 05 protein and the genetic material necessary (vector PV~ZMIR245) for its 
production in corn event MON 89034 ..................................................... :::; 0.0026%* 

Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV~ZMIR245) for its 
production in corn event MON 89034 ............................................................ :::; 0.0053%* 

Bacillus thuringiensis Cry1F protein and the genetic material necessary (vector PHP8999) for its 
production in corn event TC1507 ...................................................................... :::; 0.0012%* 

Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary (vector PV~ZMIR39) for its 
production i_n corn event MON 88017 .......................... , .................................. :::; 0.0079%* 

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector PHP17662} for its 
production in corn event DAS~59122~ 7 .......................................................... :::; 0.0194%* 

Bacillus thuringiensis Cry35Ab1 protein and the genetic material necessary (vector PHP17662) for its 
production in corn event DAS-59122-7 .......................................................... :::; 0.0042%* 

Inert Ingredients: 
CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic material necessary 
(vector PV-ZMIR39) for its production in corn event MON 88017 ............... :::; 0.0052%* 

PAT protein (phosphinothricin acetyl transferase} and the genetic material necessary (vectors PHP17622 
and PHP8999) for its production in corn event TC1507 and DAS~591:i2-7 .. :::; 0.00045%* 

jj!;C;-;;C:;-;.E~P;;:-r::::--.E ~D *Maximum percent (wVwt) of dry forage 

CAUTION 

Monsanto Company 

~202009 
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........ ;~bta.~kt. 
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KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS __ _ 

EPA Registration No. 524w581 

EPA Establishment No. S24wM0-002 
EPA Establishment No. 029964-IA-001 

Monsanto Company 
800 North Lindbergh Blvd. 

St. Louis, MO 63167 

DIRECTIONS FOR USE 

;,-~ • .r ;+, 
It is a violation of Federal law to use this4eed in any manner inconsistent with t~abeling. 
Information regarding commercial productiOJ1,must be included in the Technology Use Guide. / 

~ r .• fh.A<'J A'lf.f. ~ r,..,_ 14 -h:fl"".r <t-c~voJ;..fw""-J J 
MON 89034 x TC1507 >< DAS-59122-7 x MON 88017 protects com crops from leaf, stalk, and -p.._!'J-ts ·flo 
ear damage caused by corn borers and root damage caused by com rootworm larvae. In order to r5 ,.): ~ ,.. 
minimize the risk of these pests developing resistance to MON 89034 >< TC1507 >< DAS-59122-
7 x MON 88017 corn, an insect resistance management plan must be implemented which 
includes planting of a structured refuge. Growers Who fail to comply with the IRM requirements 
risk losing access to Monsant~'s com PIP products. 

These refuge requirements do not apply .to seed propagation of inbred and hybrid seed com up to 
a total of20,000 acres per county and up to a combined US total of250,000 acres per PIP active 
ingredient per year. 

Several options for deployment of the refuge for MON 89034 x TC1507 >< DASw59122w7 x 
MON 88017 are available to growers. These options are based on the planting ofMON 89034 x 
TC1507 X DASW59122-7 )( MON 88017 in cotton ornonwcotton growing regions and the insect 
pressure present in those locations. The refuge sizes for these regions are either 5% (i.e. 5 acres 
ofnon-Bt com for every 95 acres MON 89034 x TC1507 >< DAS-59122w7 ·x MON 88017 
planted) or 20% (20 acres of non-Bt com for every 80 acres ofMON 89034 x TCI507 x DAS-
59122-7 x MON 88017 planted), and are presented in the table below: 

Monsanto Company 07-CR-!92E-l 
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Region Refuge size In~ field or Refuge separated 
adjacent refuge by up to ~mile 

allowed allowed 
Cotton growing where CEW is a 20% non~Bt Yes Yes 
significant pest and WCRW, NCRW and com 
MCRW are not significant NC, SC, GA, 
FL, TN (only the counties of Carroll, 
Chester, Crockett, Dyer, Fayette, 
Franklin, Gibson, Hardeman, Hardin, 
Haywood, Lake, Lauderdale, Lincoln, 
Madison, Obion, Rutherford, Shelby, and 
Tipton), AL, MS, LA, AR, VA (only the 
counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, 
Southampton, Suffolk City, Surrey, and 
Sussex) 
Cotton growing where CEW is a 20% non~Bt Yes No 
significant pest and WCRW, NCRW, corn 
and/or MCR Ware significant; TX 
(except the counties of Carson, Dallam, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, 
and Sherman), OK (only the counties of 
Beckham, Caddo, Comanche, Custer, 
Greer, Harmon, Jackson, Kay, Kiowa, 
Tillman, and Washita), MO (only the 
counties of Dunkin, New Madrid, 
Pemiscot, Scott, and Stoddard) 
Cotton growing where CEW is not a 5% non.:Bt Yes Yes 
significant pest and WCRW, NCRW and corn 
MCRW are not significant: NM, AZ, CA, 
NV 

Non~cotton growing where WCRW, 5% non~Bt Yes Yes 
NCRW and MCRW are not significant: corn 
OR, WA, !D, MT, WY, UT, VA (except 
the counties of Dinwiddie, Franklin City, 
Greensville, Isle of Wight, Northampton, 

Monsanto Company 07-CR- I 92E-l 
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Southampton, Suffolk City, Smrey, and 
Sussex), WV, PA, MD, DE, CT, Rl, NJ, 
NY, ME, MA, NH, VT, HI, AK, TN 
(except the counties of Carroll, Chester, 
Crockett, Dyer, Fayette, Franklin, 
Gibson, Hardeman, Hardin, Haywood, 
Lake, Lauderdale, Lincoln, Madison, 
Obion, Rutherford, Shelby, and Tipton) 
Non-cotton-growing where WCRW, 5% non-Bt Yes No 
NCRW and/or MCRW are significant: corn 
KS, NE, SD, ND, MN, !A, MO (except 
the counties of Dunkin, New Madrid, 
Pemiscot, Scott, and Stoddard), IL, WI, 
MI, IN, OH, KY, CO, OK (except the 
counties of Beckham, Caddo, Comanche, 
Custer, Greer, Harmon, Jackson, Kay, 
Kiowa, Tillman, and Washita), TX (only 
the counties of Carson, Dallarn, 
Hansford, Hartley, Hutchinson, 
Lipscomb, Moore, Ochiltree, Roberts, 
and Sherman) 

If corn rootworms are significant within a region, the structured refuge must be planted as an in
field or adjacent refuge using corn hybrids that do not contain Bt technologies for the control of 
com borers or com rootworms. It can be planted as a block within or adjacent (e.g., across the 
road) to the MON 89034 x TC1507 x MON 88017 x DAS-59122-7, perimeter strips (i.e., strips 
around the field), or in-field strips. If perimeter or in-field strips are implemented, the strips 
must be at least 4 consecutive rows wide. The refuge can be protected from lepidopteran 
damage by use ofnon-Bt insecticides if the population of one or more target lepidopteran pests 
ofMON 89034 x TC1507 x MON 88017 x DAS-59122-7 in the refuge exceeds economic 
thresholds. In addition, the refuge can be protected from CRW damage .by ah appropriate seed 
treatment or soil insecticide; however, insecticides labeled for adult CRW control must be 
avoided in the refuge during the period ofCRW adult emergence. Economic thresholds will be 
determined using methods recommended by local or regional professionals (e.g., Extension 
Service agents, crop consultants) .. A schematic of one common refuge deployment option is 
shown below: · 

Monsanto Company 

Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x DAS-59122-7 

Refuge 
Non-BI Corn 

07-CR-192E-1 
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If com rootworms are not significant within a region, the structured refuge may be planted as an 
in~field or adjacent refuge, or as a separate block that is within~ mile of the MON 89034 x 
TCI507 x MON 88017 x DAS~59122~7 field. The structured refuge must be planted with com 
hybrids that do not contain Bt technologies for the control of corn borers or com rootworms. 
Economic thresholds will be determin·ed using methods recommended by local or regional 
professionals (e.g., Extension Service agents, crop consultants). A schematic of one refuge 
option with the refuge planted within a \h mile of the MON 89034 x TC1507 x MON 88017 x 
DAS~59122~ 7 field is shown below: 

Separated Structured Refuge 

MON 89034 x TC1507 x 
MON 88017 x OAS-59122-7 

Refuge 
Non-Bt corn 

Corn Insects Controlled or Suppressed 

European com. borer (ECB) 
Southwestern com borer (SWCB) 
Southern cornstalk borer (SCSB) 
Corn earworm (CEW) 
Fall armyworm (FA W) 
Stalk borer 
Lesser corn stalk borer 
Sugarcane borer (SCB) 
Western bean cutworm (WBC) 
Black cutworm 

Western com rootworm (WCR W) 
Northern corn rootworm (NCRW) 
Mexican com rootworm (MCR W) 

Ostrinia nubi!alis 
Diatraea grandiose!! a 
Diatraea crambidoides 
Helicoverpa zea 
Spodoptera frugiperda 
Papaipema nebris 
Elasmopalpus lignosellus 
Diatraea saccharalis 
Richia albicosta 
Agrotis ipsilon 

Diabrotica virgifera virgifera 
Diabrotica barberi 
Diabrotica virgifera zeae 

Sales of com hybrids that contain Monsanto's Bt corn plant pesticide must be accompanied by a Grower 
Guide which includes information on planting, production and insect resistance management and notes 
that routine applications of insecticides to control these insects are usually unnecessary when corn 
containing the Bt proteins is planted. 

Monsanto Company 07-CR-192E-I 
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto's and Dow 
AgroSciences' research programs, offering unique genetic characteristics for specific grower 
needs and may be protected by one or more of the following U.S. patents: 5023179, 5110732, 
5164316,5196525,5322938,5352605,5359142,5378619,5424412,5554798,5641876, 
5717084,5728925,5804425,6018100,6025545,6051753,6063597,6083878,6331665, 
6489542, 6645497, 6962705; 7064249, 7227056, and 7250501. 

EPA Accepted: _!_!_ 

Monsanto Company 07-CR-192E-1 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
EPA Reg. Number: Date of Issuance: 

;~Ji''~EO B~~-'<"_, 
Office of Pesticide Programs 

52f-581 p .ft ~ Biopesticides and Pollution 

~~· 
Prevention Division (7511P) 

Ariel Rios Building JUL 2 0 2009 
"· ;;# )"~( PR<JI~ 1200 Pennsylvania Ave., NW 

Washington, D.C. 20460 

Term oflssuancc: Conditional 

NOTICE OF PESTICIDE: Name ofPcoticide Product: 

L Registration 
MON 89034 x TCJ507 x MON Reregistration 

(under FIFRA, as amended) 88017 x DAS-59122-7 Insect 
Protected, Herbicide-Tolerant 
Com 

Name and Address of Registrant (include ZIP Code): 

Monsanto Company 
800 North Lindbergh Blvd 
St. Louis, MO 63167 

Note: Changes in lllbeling differing in substance from that accept«l. iD connection witb this registration must be submitted to and accepted by 
the Biopesticidcs and Pollution Prevention Division prior to use of the label in commerce, In any correspondence on this product always refer 
totl!caboveEPAr !stration number. 

On the basis of information furnished bY the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, 
Fungicide and Rodenticide Act. Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order 
to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance 
with the Act The acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a 
right 10 exclusive use oflhc name or to its usc if it has been covered by others. 

This product is conditionally registered in accordance with FIFRA Sec. 3(c)(7)(A) provided you do 
the following terms and conditions. 

1) Submit and/or cite all data required for registration/ registration review ofyom product under 
FIFRA section 3(c)(5) when the Agency requires all registrants of similar products to submit such 
data. 

2) The subject registration will automatically expire on midnight November 30, 2011. 

3) The subject registration will be limited to MON 89034 x TC1507 x MON 88017 x DAS-59122-7 
in field corn. 

4) Submit the following data in the time frames listed: 

Si nature of AvDrovin Official: CONCURRENCES Date: 

SY BOL. /</1 ISliP 751!£ 
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